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SMAFETOR" DECLARACION DE CONFORMIDAD
SAFETOP INNOVATIVE PROTECTION SL DECLARATION FOR CONFORMITY

R/ O Morrazo, n° 2 .
15171 Inas (Oleiros) A Corufia - Espana Annex IX PPE Regulation (EU) 2016/425

T +34981 649811 -F +34 981 649812
info@safetop.net / www.safetop.net

1. THIS EU DECLARATION OF CONFORMITY REFERS TO THE FOLLOWING PRODUCTS /
ESTA DECLARACION DE CONFORMIDAD DE LA UE SE REFIERE A LOS SIGUIENTES PRODUCTOS

REFERENCE / REFERENCIA TYPE/TIPO
11019 SOLUCION SALINA, botella de 200 ml con cavidad ocular
11020 SOLUCION SALINA, botella de 500 ml con cavidad ocular

2. MANUFACTURER/FABRICANTE

NAME/NOMBRE
SAFETOP INNOVATIVE PROTECTION SL

ADDRESS/DIRECCION
R/ O Morrazo, 2 - 15171, Iias (Oleiros, A Coruiia) Spain

COUNTRY/PAIS

Spain
PHONE/TELEFONO FAX/FAX
+349816498 11 +34 981649812

3. MEANS OF CONFORMITY/CONFORMIDAD

This declaration of conformity is issued under the sole responsibility of the manufacturer SAFETOP INNOVATIVE
PROTECTION SL. The “EYE WASH, BOTTLE OF 200 AND 500 ML FOR RISING EYES” identified above are in
conformity with the relevant Union harmonisation legislation 93/42/EEC on Medical Devices

The notified body DNV performed the EU examination (module B) and issued the EU Type-examination certifica-
te.

Esta declaracién de conformidad se emite bajo la exclusiva responsabilidad del fabricante SAFETOP INNOVATIVE
PROTECTION SL. El “SOLUCION SALINA, BOTELLA DE 200 Y 500 ML” arriba identificados estdn en conformidad
con la legislacién pertinente de armonizaciéon 93/42/EEC on Medical Devices. El organismo notificado DNV
realizé el examen de la UE (mddulo B) y emitié el certificado de examen UE de tipo.

NOTIFIED BODY/ORGANISMO NOTIFICADO MODULO B:

DNV Product Assurance AS
Veritasveien 1

1363 Hovik SMARAFETOM®

Country : Norway Pol.Ind. 1n3s, R O Morrazo, n: 2 :

15177 - Inas Oleiros: - A Coruna - Espana /

M. +34981 649811 Fax~34981649812 ~
inio &safetop.net - www.safetop.net

EU CERTIFICATE NUMBER/N° CERTIFICADO: )
SIGNATURE D. Ismael Losada Iglesias
FIRMAY SELLO Director de calidad de producto/Quality product manager

10000457813-PA-NA-DNK-Rev 0.0

Place /Lugar: A Coruiia
SAFETOP INNOVATIVE PROTECTION SL CIF: B-70.314.661 DATE/ FECHA: June 12,2023/ 12 junio 2023
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