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E’ necessario segnalare qualsiasi incidente grave verificatosi in
relazione al dispositivo medico da noi fornito al fabbricante e
all'autorita competente dello Stato membro in cui si ha sede.

All serious accidents concerning the medical device supplied by
us must be reported to the manufacturer and competent
authority of the member state where your registered office is
located.

Il est nécessaire de signaler tout accident grave survenu et lié au
dispositif médical que nous avons livré au fabricant et a I'autorité
compétente de |'état membre ou on a le siege social.

Es necesario informar al fabricante y a la autoridad competente
del Estado miembro en el que se encuentra la sede sobre
cualquier incidente grave que haya ocurrido en relacién con el
producto sanitario que le hemos suministrado.

E necessario notificar ao fabricante e as autoridades
competentes do Estado-membro onde ele estd sediado
qualquer acidente grave verificado em relagao ao dispositivo
médico fornecido por nds.

Jeder schwere Unfall im Zusammenhang mit dem von uns
gelieferten medizinischen Gerat muss unbedingt dem Hersteller
und der zustandigen Behorde des Mitgliedsstaats, in dem das
Geréat verwendet wird, gemeldet werden.
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MONOFILAMENT
Show the filament to the patient and touch it to his/her hand or arm so
that he/she knows it does not hurt.

Use the 10 gram filament to test sensation at the indicated sites on
each foot as shown. Apply the filament along the perimeter of, and NOT
directly on, an ulcer, callus, scar or necrotic tissue.

Hold the filament perpendicular to the skin and use a smoothmotion
when testing. Use a 3-step sequence that includes (1) touch the skin,
(2) bend the filament, and (3) lift fromthe skin (See Figures 1- 3).
Donotuserapidmovement. Theapproach, skincontact, and departure of
the filament should be approximately 1.5 seconds in duration.

Ask the patient to respond “yes” when the filament is felt. If the patient
does not respond when you touch a given point on the foot, continue
on to another site.

When you have completed the sequence, REPEAT on the area(s) where
the patient did not indicate feeling the filament.

Use the filament in a random sequence.

LOSS OF PROTECTIVE SENSATION AT ANY ONE OF THE EIGHT
SITES (shown on the diagram above) INDICATES A FOOT AT
HIGH RISK.

e It is recommended to disinfect the product after each use on
a patient by using a non-alcoholic antibacterial disinfectant.
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GB Medical Device compliant with Regulation (EU)
2017/745
FR Dispositif médical conforme au réglement (UE)
2017/745
IT Dispositivo medico conforme al regolamento
(UE) 2017/745
DE Medizinprodukt im Sinne der Verordnung (EU)
2017/745
ES Producto sanitario conforme con el
reglamento (UE) 2017/745
PT Dispositivo médico em conformidade com
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GB- Consult instructions for use

FR- Consulter les instructions d'utilisation

IT - Leggere le istruzioni per [Buso

DE - Gebrauchsanweisung beachten

ES - Consultar las instrucciones de uso

PT - Consulte as instrugdes de uso
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