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NEW WAVE PROJECT SA

Legislative Decree no. 0046 of February 24, 1997
Directive 93/42 EEC

Concerning the introduction onto the market and the commissioning of "Medical Devices" bearing the CE
Marking referred to in art. 16 and evaluated in accordance with art. 11

DECLARATION OF CONFORMITY
CLASS | MEDICAL DEVICE

We hereby declare that the
ReSPR® Technologies SANITIZERS products
(ANNEX “A” ON THE LIST)

Comply with Directive 93/42 EEC
Are designed and manufactured according to the Quality System that meets the requirements of
Annex VIl of the Directive

Technical file — JULY 2020

The Declaration was issued by:

ReSPR Technologies

Exclusive Territory Importer
Corso San Gottardo, 9/a — 6830 CHIASSO - Switzerland
tel. + 41 (0)91-2903200
www.respertech.com
Corso San Gottardo, 9/a — 6830 CHIASSO -
Switzerland
VAT: CHE-114.971.092

$DEDALD )., Moo,

Issued by Quality Assurance

e Al
Approved by General Management m/ AN

NEW WAVE PROJECT 82\

Edition no. 1 rev. 01

This declaration of conformity has been drawn up in accordance with the standards UNI EN ISO 1705:1-20101 and UNI EN ISO
17050-2:2005.


http://www.respertech.com/
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Annex A
Product list

Item Description Note
ReSPR200 Plasma gas sterilization sanitizing device — other (S900199) Ozone free
ReSPR400 Plasma gas sterilization sanitizing device — other (S900199) Ozone free
ReSPR1000 Plasma gas sterilization sanitizing device — other (S900199) Ozone free
ReSPR2500 Plasma gas sterilization sanitizing device — other (5900199) Ozone free
ReSPR5000 Plasma gas sterilization sanitizing device — other (S900199) Ozone free
CASPR200 Plasma gas sterilization sanitizing device — other (S900199) Ozone free
ReSPR50 Plasma gas sterilization sanitizing device — other (S900199)

ReSPRONE Plasma gas sterilization sanitizing device — other (5900199)

ReSPR3001 Plasma gas sterilization sanitizing device — other (5900199)

ReSPRFLEX Plasma gas sterilization sanitizing device — other (5900199)

[illegible signature and seal]

This declaration of conformity has been drawn up in accordance with the standards UNI EN 1SO 1705:1-20101 and UNI EN ISO
17050-2:2005




