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V.le Ferrovie dello Stato, 1 - zona ASl
80014 Giugliano in Campania (NA) - Italy

DECLARATION OF CONFORMITY

According to annex VIl Medical Device Directive
93/42/EEC (2007/47/CE)

The company New.Fa.Dem. S.r.l. with registered office at Viale Ferrovie dello Stato,1
80014 Giugliano in Campania (NA), declares under our sole responsibility that the product:

Glycerol 9¢g

Satisfies the essential requirement of the Medical Devices Directive 93/42/EEC and
therefore carries the CE marking of the European Union.

In accordance with Annex IX of the 93/42/EEC directive it is classified as follow:
CLASS “I”

Classification rule : 5

The compliance is valid ONLY for the device identified when used in a manner consistent
with the intent of the referenced documents and according to the product’'s usage manual.

Date, 15/01/2025
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