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DICHIARAZIONE NON DISPOSITIVO MEDICO
DECLARATION NOT MEDICAL DEVICE

| seguenti prodotti non sono classificati come dispositivi medici, pertanto non e
richiesta la Dichiarazione di Conformita ai sensi del Regolamento (UE) 2017/745.
Following products are not classified as medical devices, therefore Declaration of
Conformity as per Regulation (EU) 2017/745 is not required.

Riferimento # \
Descrizione prodotto CODICE Destinazione d'uso
.. PRODOTTO
Product description Intended use
Reference #
\PRODUCT CODE
AP338 PROFESSIONAL 338-02030-FG Measure the alcohol level of human breath
ALCOHOL TESTER (Model AP338)
PRE-CALIBRATED MODULE for 338-02127-FG PRE-CALIBRATED sensor MODULE for AP 338
AP 338 MODEL MODEL
Bag of 100 disposable 198-01670-SA Mouthpieces for alcohol testers serve several
Mouthpieces for AP338 & important functions to ensure accurate, hygienic,
FiT333 and reliable breathalyzer tests
Box of 12 pcs of blowing tubes 168-11F05787 Blowing tubes for alcohol testers serve several
for (FiT148 &)Fit168R important functions to ensure accurate, hygienic,
and reliable breathalyzer tests
FiT148 Alcohol Tester 148-02320-FG Measure the alcohol level of human breath
Pack of 10 paper rolls for 338-02576-FG Thermol Printing paper rolls for Ap338 & FiT-333
Ap338 & FiT-333

Infatti, la destinazione d'uso del prodotto non € compatibile con la definizione di

dispositivo medico.

In fact, the intended use of the product doesn’t match with the definition of medical

device.
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