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FSC-Beispiele einer Produktliste sowie
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FSC-Beispiel einer Produktliste (nur in Englisch einreichen)

margin of at least 2cm on all sides
(top, bottom, left, right)

Official letterhead

of company requesting the FSC,
incl. full company name and address
(may appear in header or footer)

List of Products
CHRN (Swiss Single Registration Mumber) of the manufacturer and / or authorised
representative: ...
Basic UDI-DN | Ref. or Device Risk Nomen- Legal DoC Notified
uDI-Di Art. Name Class clature Manu- Name/ Body
Number Code facturer | Number | Certificate
(20 Name (if Number
different available)
codes
Max.)
minimum
margin: 2cm

Consecutive page numbering in footer or header of each page ("Page 1 of 57, eic )
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medic

FSC-Beispiel einer Produktliste fiir Systeme und Behandlungseinheiten (nur in Englisch einreichen)

Official letterhead of company requesting the FSC
incl. fullcompany name and address

List of Products (example for systems and procedure packs)

minimum margin: 2cm on all sides

(top, bottom, left right)

CHRN (Swiss Single Registration Number, as registered in https://www.swissdamed.ch/) of the person who assembles the systems or
procedure packs (SPP) and/or their authorised representative: ....

SPP Devices contained in the SPP
Basic UDI-DI | Refor Name of Risk Nomen- Names Risk class Legal Certificate DoC Basic UDI-DI UDI-DI of Nomen-
UDI-DI | ofthe art. the SPP class of clature code | ofall of each manufacturer number (if number of of each device | each device clature code
of the SPP number the SPP of the SPP devices device in of each device | applicable) of each device | inthe SPP in the SPP of each
SPP of the (e.g. GMDN, | inthe the SPP inthe SPP each device in inthe SPP device in
SPP EMDN or SPP the SPP the SPP
other)
SPP1 Device 1 Risk class Legal EC certificate DoC device 1 | Basic UDI-DI UDI-Di Code
name narmg device 1 manufacturar device 1 device 1 device 1 device 1
device 1
Device 2 | Risk class Legal EC certificate DoC device 2 | Basic UDI-DI uDI-Di Code
name device 2 manufacturer device 2 device 2 device 2 device 2
device 2
Device 3 | Risk class Legal EC certificate DoC device 3 | Basic UDI-DI upi-Di Code
Name device 3 manufacturer device 3 device 3 device 3 device 3
device 3
SPP2 Device 1 Risk class Legal EC certificate DoC device 1 | Basic UDI-DI uDI-Di Code
name name device 1 manufacturer device 1 device 1 device 1 device 1
device 1
Device 2 | Risk class Legal EC certificate DoC device 2 | Basic UDI-DI upi-Di Code
narme device 2 manufacturer device 2 device 2 device 2 device 2
device 2
Device 3 | Risk class Legal EC certificate DoC device 3 | Basic UDI-DI uDI-Di Code
Name device 3 manufacturer device 3 device 3 device 3 device 3
device 3

minimum margin: 2cm
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