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1 Introduction

This document contains the user manual of the “Banca Dati Dispositivi Medici”
system functions.

The “Banca Dati Dispositivi Medici” System, provides features used to record the
Class I, lla/b and I11 Medical Devices; available on the national market, purchasable
by the NHS as well as the information regarding the Marketing of the Devices. The
moment in which the objects have been registered as available for purchase, or that is,
when the relative data to enable the payment transaction, the devices result as
registered on the index.

The System was realised in accordance and complying with the following regulations:

e Directive 93/42/EEC,;

e Legislative decree 24 February 1997, no.46, modified and inte%rated by the
legislative decree of February 25 1998 no.95 and September 8" 200 N0.332
(implemented regulation in Italy from the EEC directive)

e Article 57 of the 27" December 2002 law No.289(financial law 2003)

For the purpose of using the functionality of the IDM(index of medical devices)
System. Four types of users were defined and given access to the system.

1. “FABBRICANTEDM”

2. “UFFICIDGFDM”

3. “REGIONEDM”,

4. “AZIENDESANITARIEDM”.

The “FABBRICANTEDM?” users can register DM data, activate the publication
process, while awaiting the validation of the DM, and register it on the index.

The “UFFICIDGFDM” users can consult valid DM data along with its publications,
or request the correction of the same.

The“REGIONEDM” and “AZIENDESANITARIEDM” users can look at Medical
Devices data after the pubblication process and registration into the index..
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11

Definitions and Glossary

1.1.1 Glossary of terms

Terms Definitions

Consolidame | This operation checks registered data regarding a DM or an assembled
nto device.

Validazione | A key action in which the user, who has registered the DM data, signs

for the data inserted into the system and makes them visible to the
Ministry for Health.

Pubblicazione

The publication of data is the way in which the Ministry makes DMs,
previously passed over from the Manufacturer, available for a
subsequent publication on the data portal.

Mandatario

Individual or legal entity within the European Union territory who
after being expressively assigned by the manufacturer, acts on behalf
of the Manufacturer and can thus be consulted by the national
authority concerned and by Community bodies in place of the
Manufacturer.

Responsabile

Individual or legal entity who in the case that the Manufacturer is not

dell’immissio | appointed within the Community is obliged to keep the relative
ne in _ documentation available to the authorities of the merchandise.
commercio

Altro Individual or legal entity whois delegated by the Manufacturer in
soggetto order to register the DMs in to the system (e.g. The

delegato dal | distributor/Wholesaler)

fabbricante

Iscrizione al
repertorio

A process in which the data regarding fee payment transaction is
inserted.

1.1.2 Acronyms

Acronyms Definitions

SSN Local Health Board

CUB Unique Board for Devices

CND National Classification of Medical Devices

DGFDM General Management of Medicines and Medical Devices
DM Medical Device
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GMDN Global Medical Device Nomenclature

MdS Ministry of Health

NSIS New Health Information System

2 DM MANUFACTURER Profile
2.1  Access to the System

In order to access the system it is necessary to refer back to the MdS web site
www.ministerosalute.it

2.2  Function areas of the System

Once logged on, the user may access the functions of the system

7 ACCESS
< Login

Banvenutol

IMPRESE POATALE

= ispasitivi Medicr Cuesto & | Portale di accesso all'arez orivate del Nuove Sistema Informative Sanitario

proprio profila auicrizz . SRR
Si puf fare click su.una o pit applicazion| per operare.

Scadenza password

Il Portale di Accessa avverte l'utente dalla imminente scadenza della password [almenc 15
giorni prima);

In case di comparza di tale ovvertimento, ['utents € pregate di combiare |a propria password. Si
ramments che una password scaduta nen pud essere ripristinata sutonomemente, ma il servizie
deve essere richiesto all'HelpDesk del Ministero della Salute ol numers 06-4324393 nel
SEQUENE Ors
dal lunedi al vener
1l s=rvizio di Hel

i+ 8.00- 13.00
esk dispone di 6 linge RA.

Gestione Profilo

L'applicazicne di Gestione Profilo, sampre presente, permetie di modificars il proprio profilo

The system is contains two specific functionality areas:
1. Class I, Il a/b and 111 Medical Devices
2. Company Data
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e RepeHorio Disp ositivi Medici
HelpDask Loy

P BAMCA DATI DISPOSITI¥I MEDICI

- DISPOSITINI MEDICIE DI CLASSE LITASE,IT1

Larsa Gasl tiore DISpO mvi Mad o di Classe I,11a/B)IIT & qJ:\IIQ cI'\c sansanta ai Fabb =51 Ma’\:i._tar’“.—"l:osp:\'\ al:.ll Irmmissione in Comrmera o/ Altro soggett
del di bl i 4 7

1 FabbricartyMandztoriyResponsabill Immissione in Commercio/albre soggette delegato dal Fabbricante possane iscrivere nel r p"‘r"o io un dispositivo fornend
d

gli estremi del versarmente effstuate secondo quant
dall'ar 18 623, lettera b) della leqgoe 27

all'articale 1, comma 409, letkzra ) della legge 23 dicembre 2005, n0 266 come modificat

criziore in repertorio ad alla pubblicazione un Dispositiva Medico & consulbabilz dalle aziende sanitarie, dalle regioni = dalle Peovince autonome ©
ano {3 mene dei dati df vendita)

s:ﬂéed ciila JuLbI icazione dei datl non conf ul_ra alcuns [r_.rr 15 _1 ApErovaz |Lr e |.-¢|'t
siivi medici si riserve la facolts di effsttuare in ogn rmomento controlli su quanta dichiarate

dell f i
ai <ensi u-l de reto legi slative 24 o 199? s,

- DATI AZIENDA

L'ares di Gestione Dati Azienda consente il cormpletamento dei dati anagrafici dellutents relativamente alle informaziont sulla oropria Arienda

These areas display different functions depending on the user connected.
2.2.1 Functional Area of “Dispositivi medici di classe I, lla/b, 111"

The Functional Area of “Dispositivi medici di classe I, I1a/b, 111" contains the
administration functions of the purchase and validation process of the Classified
medical devices.

In this area the Manufacturers, Mandate Holders and Marketing directors of the
Medical Devices can insert, edit and delete their pertaining devices. Once the
information on the device has been confirmed it must go through the validation
process in which the user must provide his electronic signature. When the
Manufacturers announce the validation of a device this allows the head of
pharmaceuticals and the executive management department of a device to carry out a
credit/merit inspection on what the Manufacturers have inserted and whether or not to
allow their publication on the DM index. The outcome of the inspection carried out by
the department will then be communicated to the manufacturers/Mandate
Holders/Marketing directors/other individuals delegated by the Manufacturer’s
device.

Manufacturers/Mandate Holders/Marketing directors/other individuals delegated by
the Manufacturer’s device can register a device in the index providing the essential
details of the payment transaction in accordance with articlel, paragraph 409, letter e)
of the 27 December 2006 Law N0.266 as modified by Art.1, Para. 825, letter b) of the
December 27 Law No0.296

Having registered a Medical Device on the index and published it, it is available to be
consulted by the autonomous regional and provincial Health Boards of Trento and
Bolzano (except for the sales data).
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The index is made up of a collection of information provided by Manufacturers; each
Manufacturer accepts full responsibility for the information supplied, both for the
General data and data regarding single Medical Devices. The publication of this data
does not represent any form of approval by the Ministry for Health. The General
Administrative Office of pharmaceutical products and medical devices reserves the
right to carry out inspections at any time as stated according to the provisions of the
Legislative Decree February 24" 1997, No.46.

Within the confines of this functional area, the following functions are present:
1. Dispositivo Medico (DM)
2 Sistemi e Kit assemblati (c.2 Art.12)
3. Attivita
4. Caricamento DM da file
5 Certificati CE

The “Dispositivo Medico (DM)” feature is both visible by “FABBRICANTEDM”
users, as well as “UFFICIDGFDM?” users. This functionality allows:

e The “FABBRICANTEDM?” users to have access to the
management functions of the information relative to their own
devices (insert, edit or delete) and to validate the same, by
inserting their electronic signature and lastly making them
visible to the head department of the GMFMD

e The “UFFICIDGFDM” users can access the consultation
function of the DM that have at least been Validated.

The “Assembled systems and kits” feature (para.2 Art.12.) is visible to both
“FABBRICANTEDM” users and “UFFICIDGFDM” users. The menu options allow
both users to consult the announcements relative to validation/publication activity
entered in reference to the DM.

The “Upload DM from file” option is only visible to “FABBRICANTEDM?” users
and permits the loading of data of one or more DM from the file and also permits the
consultation of any errors that may have occurred in the uploading process itself.

The functionality “Certificati CE” is visible only to the users with
“FABBRICANTEDM?” role and allows to manage the EC certificates issued by the
Organizations notified for the medical devices.

2.2.2 “Company data” Function area.

The “Company Data” functional area contains functions that allow the user to
complete his personal data; regarding information about their own company as well as
that of other companies represented by the individual, in order to register the data of
the DM.

Within the confines of this function area, the following functions are present:
1. General Data Stated
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2. Declaration of other Manufacturers

The first time a user accesses the system, he must run the “General Data Statement”
feature, in order to complete the Manufacturing Company’s information.

The “Other Manufacturer’s Statements” indicates the companies represented by the
user and the data of their registered DM.
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2.3 Detailed description of the “Dispositivo Medico di Classe
I, lla/b and 111" Functional area

After having accessed the “Dispositivo medico di Classe I, l1a/b and 111" Functional
area on the left-hand side of the page, the menu appears for the available functions in
the area. This menu will offer different options depending on the profile of the user
connected.

In particular, the “FABBRICANTEDM” user will see all of the options on the menu.

Dispositivi Medici di Classe
1,I1a/b,III
F Dispositivo Medico (D)

F Sistemi o Kit Assemblati (c.2
Art.12)

F Attivita' in corso
F Caricamento DM da file
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2.3.1 “Dispositivo Medico (DM)” Menu option

Screen flowcharts

Firm

Pagina Pagina di
Sintesi B

Menu

Dispositivo|Medico

ListaD

Cancell

Fine Immissione i

Pagina
RicercaD

Ricerc

[ Pagina Immissione in
L Commerci

“__ Iscrizione nel repertorio

Visualizz ~
~—a

Pagina Iscrizione nel
repertorio

Pagine di dettaglio di un DM Pagine di detiaglio
modalita non editabile Di Un Dm editabile

23.1.1 DM Search

Having clicked on “Dispositivo Medico (DM)” on the menu, a page appears which
allows the user to define the search criteria of the DM registered on the system. To
activate a search on the DM, the user must define at least one margin.

From this page, the user may also access the page containing the general data of a
DM.
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Home > Dispositivi Medici di Classe 1,11a/b,III > Dispositive Medico [(DM)

Ricerca DM

Criteri di Ricerca |

Progressivo di sistema attribuito al DM:l

Fahbricante:l
Tipo DM: | =]

Codice attribuito dal fabbricante da: I
{identificativo catalogo): . |

Nome commerciale e mudellu:l

Stato del DM: | =]

Classificazione CHD: ﬂ
| Cerca

Ruolo dell’utente rispetto al DM:l

Ricerca I Muowa rHcerca Inserisci I
Details of DM search Fields
Field Name Description
Progressivo di Option to serch a Medical Device by its identification number assigned
sistema attribuito al | by the system during registration into the database.
DM
Fabbricante Option to specify the name (or the beginning) of the
Manufacturer of the DM
Tipo DM Option to indicate the type of classified DM, choosing between:
-Device
-System
-Kit

Codice attribuito | Option to indicate the range of codes which includes the
dal fabbricante product code assigned to the DM by the Manufacturer.
(identicativo
catalogo) da/a

Nome Option to specify the commercial name (or beginning) of the
commerciale e DM

modello

Classificazione Option to run a search using the National classification of the
CND DM. This field cannot be edited. To select a classified CND and

click on the search link; “Cerca”. A look-up will then open
where the user has the option to search a CND by code or by
description or part thereof.

Stato del DM Option to serch a Medical Device by its current status into the system
(“In lavorazione”, “Consolidato”, “Validato”, “Pubblicato”).

Ruolo dell’utente Optino to serach a Medical Device by the role carried out by the user

rispetto al DM with respect to thatl Medical Device (“Fabbricante”, “Mandatario”,

“Responsabile dell'immissione in commercio”, “Altro soggetto delegato

SISG_SSW.MSW_DISPO_RDM_MTR_Manufacturer_vl.1.doc February 2008 12/166



Ministry for Health User Manual Design and Development NSIS
DM Manufacturer Profile

[ dal fabbricante”) |

Operations available

Action | Description Page Name
Inserisci | Allows access to the DM general data entry | Pagine di dettaglio di un
page DM in Modalita editabile
Ricerca | Activates a search on the basis of the criteria | Pagina Lista DM
inserted
Nuova Clears the search criteria previously defined | Same
ricerca

2.3.1.2 Visualisation of DM L.ist
When at least one of the search criteria has been entered, and the user has clicked the
“Ricerca” button, the search is activated and a list of DM corresponding to the criteria
specified comes up on screen.
For every DM, the following information is displayed:

e Consecutive identification number assigned to the DM by the
system

e The manufacturer

e The product code assigned to the DM by the manufacturer

e The Commercial name of the DM

e The CND classification

e The status of the DM

If /R appears next to the consecutive number assigned to the DM by the system, it
means that the DM has been registered on the index.

The DM list changes, not only on the basis of the criteria entered but also on the basis
of the user connected,

If the user is the Manufacturer/Mandate holder/Marketing Director, he will
only see the DM originating from the company he represents, regardless of its status
in the database; he can put the following actions into operation from this page:

Run a new search

Insert a new DM by copying an existing DM.

Edit a DM that’s status is “In Lavorazione”

Delete a DM that’s status is “In Lavorazione”

Insert the issue date of the placement of a DM on the market

marked “Validato” or “Pubblicato”

e Register a DM on the index by inserting the payment data of the
fee due for a DM in “Validato” or “Pubblicato” status

e Validate a DM

e Consult the details of a DM
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Home > Dispositivi Medici di Classe I,I1Ia/b,III > Dispositiva Medico (DM) 7
Dispositivo Medico (DM}
Criteri di Ricerca |
Progressivo di sistema attribuito al DM:l
Fahbricante:l
Tipo DM: |DISPOSITIVO «|
Codice attribuito dal fabbricante {identificative da: |12345’5
catalogo}): . |123455
Mome commerciale e mudellu:l
Classificazione END:l ﬂ
=] Cerca
Stato del DM: | =
Ruolo dell'utente rispetto al DM: | =
Ricerca I Nuowa Hoerca I
. Codice
Progressivo A
AU =istenis Fabbricante aftggll?ll::::t:n'::l cummgm?ale e lass iEas e | ot iy el Seleziona
attribuito al i A CHND Dispositivo
DM (identificativo modello
catalogo)
YO31299 - AUSILI
PER LA TERAFIA
DISPOSITIVO DELL'ERNIA O
10003 BAYTER 123456 MEDICO ALSILD L |
ADDOMINALL -
ALTRI
Pagina1dil

Stato del Dispositivo: L=IN LAVORAZIONE C=CONSOLIDATO YW=VALIDATO P=PUBBLICATO

Seleziona: Cliccare su uno dei quadratini in corrispondenza del componente o dei componenti presenti nella lista a
seconda delle operazioni.

Insersci I Copia I Modifica I Cancella I Dettaglio I Aggipmamento Dat Commerciali I
Iscrizione Repertoro I
Consolida I Yalida I Fine Inmissione in Commercio I

DM Search Detail Fields

Field Name

Description

Progressivo di

sistema attribuito al

DM

Option to serch a Medical Device by its identification number assigned
during registration into the database.

Fabbricante

Option to specify the name (or the beginning) of the
Manufacturer of the DM

Tipo DM

-Kit

Option to indicate the type of classified DM, choosing between:
-Device
-System
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Codice attribuito
dal fabbricante
(identicativo
catalogo) da/a

Option to indicate the range of codes which includes the
product code assigned to the DM by the Manufacturer.

Nome
commerciale e
modello

Option to specify the commercial name (or beginning) of the
DM

Classificazione
CND

Option to run a search using the National classification of the
DM. This field cannot be edited. To select a classified CND and
click on the search link; “Cerca”. A look-up will then open
where the user has the option to search a CND by code or by
description or part thereof.

Stato del DM

Option to serch a Medical Device by its current status into the system
(“In lavorazione”, “Consolidato”, “Validato”, “Pubblicato”).

Ruolo dell’'utente
rispetto al DM

Optino to serach a Medical Device by the role carried out by the user
with respect to that Medical Device (“Fabbricante”, “Mandatario”,
“Responsabile dell’immissione in commercio”, “Altro soggetto delegato
dal fabbricante”)

DM List Detail Fields

Field Name Description
Progressivo di sistema Unique identification number assigned to each DM in the
attributo al DM database.

If /R appears next to the consecutive number assigned to
the DM by the system, it means that the DM has been
registered on the index.

Fabbricante

Corporate name of the DM Manufacturing Company

Codice attribuito dal
fabbricante (identicativo

catalogo) da/a

Code attributed to the DM by the manufacturing
company (better known as the identification catalogue)

Nome commerciale e

modello

Commercial name or model of the DM

Classificazione CND

CND Classification assigned to the DM

Stato nella base dati

The status of the DM in the database. It can change status
in the following order:

e L:Processing

e V:Valid

e P: Published

e C: Confirmed

Operations available

Action Description Page Name
Ricerca Activates a search based on the criteria inserted Same
Nuova Clears the search criteria previously defined Same
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ricerca

Inserisci Allows access to the DM general data entry page Pagine di dettaglio di
un DM in Modalita
editabile

Modifica | Allows the user to access the pages containing Pagine di dettaglio di
details of the DM selected and to edit those details | un DM in Modalita
(only visible to “FABBRICANTEDM” users editabile

Cancella | Allows the user to delete the DM selected (only Same
visible to “FABBRICANTEDM” users

Consolida | Allows the approval of a DM in “In Lavorazione” Pagina di dettaglio
status. The “Consolida” action brings up the page sullo stato dell’avvio
with the list of DM in the approval phase; del processo
specifying whether the process has been activated
or not. The outcome of the process, if negative, will
be marked on the activity list or will change it’s
status to C, that is “Consolidato”

Valida Activates the signature page through which Option | Pagina di firma
to validate one or more DM with “Consildato”
status. Changing the status of the DM does not
occur simultaneously with the “Valida” action.

Copia Allows the user to copy a DM in order to insert a Pagine di dettaglio di
new DM which has the same characteristics as the un DM in Modalita
copied DM editabile

Fine Grants access to the off-market data entry page of Pagina di fine

immission | the DM selected immissione in

ein commercio

commerci

0

Iscrizione | Allows the user to enter the payment details on the | Pagina iscrizione nel

al data entry page repertorio

repertorio

Visualizza | Allows the user to enter the details of the DM Pagina di dettaglio di
selected onto the detail page in read-only form un DM in Modalita

non editabile
2.3.1.3 Off-Market

This page allows the user to insert/edit the off-market date of a “Valida” or
Pubblicato” DM.

To insert the off-market date of a DM, the user must proceed as follows:
1. Run the search for the DM (from the “Dispositivo Medico (DM)” option on the

menu)

2. Selecta “Valido” or “Pubblicato” DM and click on “Fine immisione in
commercio”
3. Insert the off-market date and confirm the operation by clicking on the “Salva”

button
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If the off-market date has been indicated, it will appear in the general data page in
reference to the DM.

In the upper part of the page, the principle data of the DM are displayed as well as the
“Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.

Home > Dispositivi Medici di Classe I,11a/b,III > Dispositive Medico (DM) 7

Fine Immissione in Commercio

Tipo Dispositivo Medico: DISPOSITIVO

& L DISPOSITIVO MEDICO DI PROVA MODIFICATO PER
Nome commerciale e modello: RICHIESTA DI RETTIFICA

Codice attribuito dal fabbricante (identificative
catalogo):

Fabbricante: BAYER
Progressivo di sistema attribuito al DM: 1532

noL

Dati Generali del Dispositivo Medico

Suve |
Detail Fields
Field Name Description
Tipo Dispositivo Medico Type of DM. There are three types:
- Device
- System
- Kit
Nome commerciale e Commercial name or model of the DM
modello
Codice attribuito dal Code attributed to the DM by the manufacturing
fabbricante (identicativo company (better known as the identification
catalogo) da/a catalogue)
Fabbricante Corporate name of the DM Manufacturing Company
Progressivo di sistema Unique identification number assigned to each DM
attributo al DM in the database.
If /R appears next to the consecutive number
assigned to the DM by the system, it means that the
DM has been registered on the index.
Data fine immissione in Off-market date of DM.
commercio

Operations available

Action Description Page name

Salva Saves the information inserted Pagina Lista DM
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2.3.1.4 DM Approval page
This page allows the user to view the DM which have begun the process of data
approval from the DMs selected. The approval activates a series of congruity and
consistency tests on the released data and any errors discovered are noted on the
activity list page. If no errors are found, the status of the DM changes to
“Consolidato” and it is therefore possible to activate the validation of the device by
means of a electronic signature.

Home > Dispositivi Medici di Classe I,IIa/b,III = Dispositive Medico (DM} ?

Dispositivo Medico (DM)

Lista dei DM in fase di consolidamento

|Progressivo t (':I(:d'l::ed I N {
Ldisistema | L o S e | commearciale « | Classificazione | Stato processo
attribulte af (identificativo.  modello tHo oot
| catalogo) !
{1793 BAYER it SIRINGA MONOUSO [AD] - AGHI Avviato
MO30202 - BENDE
| R MEDICATE CON
| DISPOSITIY = ;
11794 BAYER LLi2 A ZINCO OSSIDO E Auviato
= it CON ALTRI
COMPONENTI

Fer verificare |'esito del Consclidamente utilizzare il pulsants "Terna alla lista attivitd”

Torna alla Lista attivita

DM List in approval phase Detail Fields

Field Name

Description

Progressivo di sistema
attributo al DM

Unique identification number assigned to each DM
in index.

Fabbricante

Corporate name of the DM Manufacturing Company

Codice attribuito dal
fabbricante (identicativo
catalogo)

Code attributed to the DM by the manufacturing
company (better known as the identification
catalogue)

Nome commerciale e
modello

Commercial name or model of the DM

Stato processo validazione

The status of the process. It can change status in the
following order:

e Initiated

e Uninitiated

Operations available

Action

Description

Page Name

Vai alla
Lista attivita

Allows user to return to the activity list

Lista Attivita
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2.3.1.5 DM Signature Page

This page allows the user, who has inserted the specific DM, to digitally sign, in order
to validate that same device.

The user must possess a Smart Card in order to sign digitally.
To validate a DM, a user must proceed as follows:

1. Run the search for the DM (from the “Dispositivo Medico (DM)”
option on the menu)

2. Select a DM marked “in lavorazione” and click on the “Validazione
button

3. Click the “Firma” button

4. Insert the PIN code in the space provided

Before digitally signing, the user must be sure to read the text displayed on the
signature page that runs:

“II sottoscritto...(name and surname of user connected), per conto di...(name of
company for whom the user acts as manufacturer) convalida il
DISPOSITIVO...(commercial name of device) con identicativo catologo...in data
...(today’s date)”

In order for the validation to run smoothly and the request for release to arrive at the
DGFDM department, the DM must have the following:

1. All required general data and all of the relevant documentation present.

2. The indication of other DMs which are required in order for this DM to
function, when “Legami con altri DM” has been marked “Si”” in its
general data.

3. Indication, of systems and Kits covered by in Para.3, Art.12 of at least
two components, one of which, by necessity, must be a DM not
marked with the CE logo.

4, Publication of all components in reference to the systems or Kits
covered by Para3. Artl2.
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Firma digitale
Convalida del Dispositive Medico con firma digitale

Inzerire |la propria SmartCard nel letiore quindi cliccare =u bottone Firma.
Per utilizzare la funzicnalitd di firma con SmartCard sara necessaric aver per-installate sul
Froprio PC il Layer Crittografico Firma e Cifra

Si raccomanda di rileggers attentamente il testo prima di firmarla. Werra firmato =olo il testo contenuto
nell'arez di testo sottostante.

Il sottoscritto verdi mario, per conto di BAYER
convalida in data 07/04/2005 i seguenti DM:

e e S e e o e e e e
Tipo DM: DISPOSITIVO
Nome commerciale e modello:DISPOSITIVO MEDICO CI PROVA 2
MANDATARIC
Codice attribuito dal fabbricante (identificativo catalogo):DMPO2ZM
Ruola dell'utente rispetto al DM:MANDATARIO
Fabbricante:BRISTOL
Classificazione CND:AGHI
Nomenclatore GMDN completo:AGAR IMPRESSION MATERIAL, DENTAL
35862 0 3 10 NOT FOR PRODUCT IDENTIFICATION
Classificazione CE:Classe [ non sterile @ senza funzioni di misura
Allegati secondo cui & stato certificato il dispositivo:Allegato WII
Legame con altri DM:No

sz s sie sie ne e g e e e n i e e e

Dati Commerciali

Presenza del codice a barre:Si

DM oggetto di fornitura alle strutture dell'SSN:SI

Prezzo unitario di listino del singolo dispositivo senza IVA: 100 Euro

Firma %

Operations available:

Action Description Page Name

Firma Allows the user to validate a DM after having | PaginaSintesiDM
entered their PIN in the space provided
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2.3.1.6

PaginaSintesiDM

This page displays the principle information on the DMs which have been validated
by the user in read-only mode.

Home > Dispositivi M

adici di Classe I, 11a/b 111 > Dizpozitive Madico (DM T

Dispositive Medico (DM)

Progressivo di
| sistema
{attribuito al DM

Lista dei DM in fase di validazione

Codice attribuito dal Stato
Fabbricante (ifclaeb!:jt'ri"lf(i:::ttiso st ;;:(r:;;i:;;cm!e € | processo
s \validazione
[ELEKTA S.p.A. fLL1d |MAX999 | Avviato

Per verificare |'es

- Fdeviiaman 1o |ANGEL NOME COMM E Do
ET medical devices 5.p 333 |MODELLO vviato

to della Validazicne utilizzare il pulsante "vai alla lista attivita”.

Vai alla Lista attivita

DM list in approval phase Field Details

Field Name

Description

Progressivo di sistema Unique identification number assigned to each DM

attributo al DM

in index.

Fabbricante

Corporate name of the DM Manufacturing Company

Codice attribuito dal Code attributed to the DM by the manufacturing
fabbricante (identicativo company (better known as the identification
catalogo) catalogue)

Nome commerciale e Commercial name or model of the DM

modello

Stato processo validazione The status of the process. It can change status in the

following order:
e Initiated
e Not Initiated

Operations available

Action

Description Page Name

Vai alla
Lista attivita

Allows user to return to the activity list Lista Attivita
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2.3.1.7 Registration on the Index

In order to register a DM on the index, the user must proceed as follows:
1. Run the DM search (from the “Dispositivo Medico (DM)” option in
the menu, specifying the search criteria and then clicking on

“Ricerca”) ;
2. Select a DM in “Validato” or “Pubblicato” status
3. Click on “Iscrizione nel repertorio”

Reperdoric Disposilivi Medi
/ Help Desk

Bispositivi Medici di Clarse
L,ILa/b,I11

Home > Dispasitivi Medic di Classe 1,11a/b, I1I > Dizpositive Madice (DM) > Decumentazions ?

P Disposi e Medica (D) Documentazione

F Sistemi o Kit Assemblati {c.2
Art.12)

b Athivita'in corsno
b Caricamente DH da file

Tipo Dispositivo Medico: DISPOSITIVD
Nome commerciale e modello: TR
Codice attribuito dal fabbricante {identificative Gt
catalogo):
Fobbricante: DITTA DISARBATING
Progressivo di sistema attribuito al DM: 905

Dati Genorali del Dispostivo Madico

Il presente dispositive medico sara cogetto di fornitura slle strutture del Servizio Sanitario Nazionals 7

Bl
i precisa che incaso di Fisposta affermativa, & necessanc fornirs di seguito gli estrami del versamerito dallz
tariffe di € 100 previsto dall'arbeola 1) o 409 dalla L, 232/02/2005 n; 266 comne modificate dal'artizala 1 2825
_d'.‘||:| L. 27/8/2006 n, 296

Versamenti 1
MOTIVAZTIONE DATA_¥ERS NUOTA_YER_POST
Aggiungl ¥ersamenis 2

This page allows the user to register a device on the index supplying the co-ordinates
of the payment made, as in accordance with Article 1, Paragraph 409, e) of the
December 23 2005 Law No0.266 and as modified by Articlel, Paragraph 825, b) of the
December 27 2006 Law No. 296

All of the DMs registered on the index may be viewed exclusively by the A.S.L and
by the business. This action has two steps:

The user expresses the desire to insert the DM in the index.
The user inserts the payment details.

Only after having done this, can the system register the device as part of the index.

SISG_SSW.MSW_DISPO_RDM_MTR_Manufacturer_vl.1.doc February 2008 22/166



Ministry for Health User Manual Design and Development NSIS

DM Manufacturer Profile

The index contains a collection of information supplied by Manufacturers; each
Manufacturer assumes full responsibility for the information supplied, be it for the
general data as for that regarding single Medical Devices. The publication of data
does not represent the approval of the Health Department in any form. The executive
management of pharmaceutical products and medical devices reserve the right to
carry out an inspection on what has been declared, at any time, as laid out in the
legislative decree February24 1997, No.46

In order to register a DM inserted in the databank onto the index, it must be either a

valid or published status.

Detail Fields
Field Name Description
Tipo Dispositivo Medico Type of DM. Three types exist:
- Device
- System
- Kit

Nome commerciale e
modello

Commercial name or model of the DM

Codice attribuito dal
fabbricante (identicativo
catalogo)

catalogue)

Code attributed to the DM by the manufacturing
company (better known as the identification

Fabbricante

Corporate name of the DM Manufacturing Company

Flag iscrizione repertorio

cannot be edited

A flag which indicates whether or not the user
wishes to place their DM on the index, and thus
make it available to the S.S.N

The default setting is “No”

If the user selects “Si”, therefore expressing their
wish to register their DM on the index, the data

Operations available

Action

Description

Page Name

Aggiungi Versamento

Allows the user to add a
payment for a DM. This
action may be executed
more than once

Finestra Pop up

Detail Fields

Motivo pagamento

Reason for making the payment

Data Versamento The date in which the transaction was
made
Quota_ver post Amount paid
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Inserimento versament!

Inserire gli estremi di pagamento del conto corrente postale per l'evente selezionato secondo le indicazioni del fac-simile illustrato

Data versamento 7 ,f ga/mm/aaas
Ufficio Postale, |

Progressivo delle operazioni svolte

Importo versamento

Progressivo del co postaleglélon‘tnlus.;tlllg """"""""""
Tassa postale 1,0

Motivo pagamento inserimento delle informazioni ai fini dell?istituzione e delia gestione del repertorio »

Confarma Esci

Detail Fields

Sezione Department of office where the payment was
made

Data Versamento The date in which the payment was made

Post Office Post Office co-ordinates where the transaction

was performed

Progressivo delle operazione svolte | Id number of the transaction carried out

Importo versamento The amount deposited

Progressivo del cc postale Account number of postal checking account.
Tassa postale Postal tax paid for the transaction carried out
Motivo pagamento Reason for the payment

Operations available

Action Description Page Name

Conferma Saves the information Pagina Iscrizione nel
inserted repertorio

Esci Closes the window without | Pagina Iscrizione nel
saving the actions carried | repertorio
out by the user

2.3.1.8 DM Insertion

In order to insert a new DM, the user must proceed as follows:

4. Run the DM search (from the “Dispositivo Medico (DM)” option in
the menu, specifying the search parameters and then clicking on
“Ricerca”) after having verified the DM you wish to insert is not
already on the index
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o

Click on the “Inserisci” button
6. Insert the relative information relative to “Dati Generali” and confirm
the action by clicking on the “Salva” button

7. Insert the specific information that corresponds to the menu options
that will then be accessible after the “Dati Generali” has been saved
using the “Salva” button

2.3.1.8.1 DM detail page for insertion/editing

The detail pages of a DM in read-only mode are only accessible by
“FABBRICANTEDM” users and allow them to insert new DM and also to edit a DM
selected from the “Pagina Lista DM”.

The detail pages are:

General Data

Specifications

Documentation

Commercial Data

System and kit settings (Para.3 Art.12)
Any other DM necessary for its function

S wNdE

In particular if it’s in insertion mode, the General Data page will become activated
once the user clicks on the “Inserici” button on the list page and only after the data
has been saved on the “Pagina Dati Generali” will the options on the menu become
available and allow the user access to other pages.

If it is in edit mode, the General Data page will become available following the
selection of a DM from the list and the menu option will become visible
simultaneously to allow access to other pages.
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23.18.1.1 General Data

Dispaositivo Medico( DM )

[ Menu ) ([ Pagina }

J L ListaDM
Salva Inserisci
Dati Generali ( Pagina
L DatiGenerali

Inserisci / Modifica*Certificati Salva

Pagina
InserimentoCertificati

In order to insert a new DM, the manufacturer/mandate holder/marketing director
must first specify, general data of the DM, in order to then go on to register other
information (specifications, commercial data, documentation, any other DM
necessary for its function, system or kit components (in the case of a system or Kit)
from the relevant page accessible through the corresponding menu options.

The General Data page allows the user to insert general data regarding a DM. The
general data of a DM are subdivided in four areas:
e General data
e Classification data
e Certification data
e Links with other DM
It will be necessary to consult the General Data page of a DM in the following cases:
e Inthe insertion phase of the DM
e In the editing phase of the DM
e Inthe insertion phase of the DM, by coping a DM that already
exists

The user can also connect different DM on this page which are interdependent for
operational purposes by clicking on the “Eventuali altri DM necessari per il
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funzionamento”, after having saved the “Dati Generali” by clicking on the “Salva”
button.

Page Name: General Data Page

Reperorio Dispositivi Medi
/HelpDesk

Dmﬁg‘f:i‘;‘ii Classe Homa > Dicpocitivi Madici di Clases 1,1Ta/b, 111 = Dicpositive Madico (DM) = Dati Ganarali ?
Ll i

¥ Dispositivo Medice (DM) Inserimente Dati Generali
-Diati Genzrali
-Scheda Temica
-Documentazinons
-Dati Commerdali
~Cormperziziona di sickamni o kit
(o3 Al I sTi .
-Everty 1 DM riecessarl 2l Tipo DM:
funzionamento
} Sistemi o Kit Assemblat (c.2
Art.12)
o *Codice attribuite dal fabbricante {identificative
} Attivita' in corso cataloga): |
} Caricamento DM da file

"Nome commerciale & modell

Regolamento recante norme per le prestazioni di

assistenza protesica erogabili nell'ambito del |2

Servizio Sanitarip Mazienale: Modalitd di|per Lun
Erogazione e Tariffe:

*Ruolo dell'utente che ha inserito il DM:

TOMNT.COD EN IS0 2145)

#Azienda che ha inserito il D

Dettag
) | DITTA CISABATIHO
*Fabbricante:
Deftaalio

Mandatario:

Responsabile dell'immissione in commercio: |
Dettaalio

Classificezione

& TMELAMTARLE ARTIF
TE FOR & FIMGER, THL

#Clagsificazione CMD: 10 - PROTESI LIGAMENT2EE

*Classificazione CE {D.L.vo 46497
attuwazione Dir.CE 9342, D.L.vo 507702
attuazionc Dir.CE 20/3B5)%

Allegati secondo cui & state certificato il
dispesitivo:

allegata IT
Allegate 111
Allagata IV
Aliegato W

aliegatn v1

Allegato VII
Estremi delle norme
armonizzate

Sare R by Data Scadenza Organismao Notificatg | CoMumitarie e delle [irettiva

della marcatura Coartificatn Eadice. Horme norme nazionali di CE
CE recepimento 3zf2003

eventualmente
applicate
1 12/ 127 2009 A W R wo 5
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Legame con aftri DM

Il DM, per svolgere la sua funzione, necessita di altri DMz no

In caso di risposta affermativa, indicare gl altri GM tramite la funzionalitd Eventuali afid DM necessaci per il
funzionarmsnto .

General DM Data Field Detail

Field Name | Description
General Data
Tipo DM Indication of the type of classified Medical Device. The following

types of DM exist:
- Device
- System
- Kit

Nome commerciale e
modello

Denomination of the DM, as given by the Manufacturer

Ulteriori Nomi
commerciali del DM

List of commercial names subsequently assigned to the DM

Codice attribuito dal
fabbricante
(identicativo catalogo)

Specific code attributed to the DM by the manufacturer.

Regolamento recante
norme per le prestazioni
di assistenza protesica
erogabili nell’ambito del
Servizio Sanitario
Nazionale Mobilita di
Erogazione e Tariffe

Name of DM according to the nomenclature charges in force

Ruolo dell’utente
rispetto al DM

Indicates the role carried out by the user with respect to the DM. The
user can adopt the following roles:

- Manufacturer

- Mandate Holder

- Marketing Director

- Other individual delegated by the Manufacturer

Fabb./Man./Resp.|
mm.Comm./Altr.S
0gg.Del.Fabbr.:

Indicates the Manufacturing company/Mandate Holder/Marketing
Director/Other individual from the Manufacturer of the DM

Fabbricante

Name of the Manufacturer of the DM.

If the user has selected the role of Manufacturer of the DM, the
system therefore selects the Manufacturer that has been previously
stipulated by the user in the “Gestione Dati Azienda” feature

If the user has selected a role other than fabbricante, he can select
the Manufacturer clicking on the “Cerca” link; a look-up will open
where Option to search for and select a Manufacturer.

Mandatario

Name of Mandate Holder of DM.
If the user has selected the role of Mandate holder, regarding the
DM, the system will automatically display the user’s company, as
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Mandate holder in the “Gestione Dati Azienda” feature. He can
select the Mandate holder by clicking on the “Cerca” link; a look-up
will open where the user has the option to search for and select a
Mandate holder.

The mandate holder may be selected only if the Manufacturer is
registered in a non EU country.

Responsabile
dell’immissione in
commercio

Name of Marketing Director.

If the user has selected the role of Marketing Director of the DM,
the system therefore selects the Marketing Director that has been
previously stipulated by the user in the “Gestione Dati Azienda”
feature.

If the user has selected a role other than Marketing Director, he can
select the Marketing Director clicking on the “Cerca” link; a look-
up will open where the user has the option to search for and select a
Marketing Director. The Marketing Director may be selected only if
the Marketing Director is registered in a non EU country.

Progressivo di sistema
attributo al DM

Unique identification number assigned to each DM by the system.
This field is not editable and is visible only when editing the DM.

Already Registered

State that the registration has already been carried out in accordance
with Legislative Decree 46/1997

Classifications

Nomenclatore GMDN
completo

Indicates the classification according to the GMDN(Global Medical
Device Nomenclature) of the DM.

This field cannot be edited.

To select classification according to the GMDN, it is necessary to
click on the “Cerca” link; a look-up will open with which the user
can search such a classification by code and description (or part there
of). The system will automatically indicate whether the GMDN
chosen is linked to only one unique CND code or multiple codes.

Classificazione CND

Indication of the National classification of the DM.

This field is not editable.

The system automatically completes the field, following the choice
of a GMDN associated with one unique CND. Alternaively it is also
possible to specify a CND code unconnected with the GMDN code,
selecting a specific check in the same look-up

Certifications

Classificazione CE
(D.L.vo 46/97
attuazione Dir. CE
93/42; D.L.vo 517/92;
attuazione Dir. CE
90/385

Indication of the EC classification of the DM. The EC classification
can adopt the following principles:

- Class | with measurement functions

- Class I non sterile and or measurement functions

- Class | sterile

- Class | sterile with measurement functions

- Class lla

- Class llb

- Class 111

- Active implant devices

Allegati secondi cui €
stato marcato il

Indication of the attachments according to which the device has been
marked.
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dispositivo

The following inspections are initiated:

- in the case of Class I sterile | DM with measurement functions,
Attachments VII and IV or Attachments VII and V or Attachments
VIl and VI must be selected

- in the case of Class | DM, Attachment VII must be selected

- in the case of Class lla, Attachment Il or Attachment VII together
with either Attachment 1V,V or VI must be selected

- in the case of Class Ilb, Attachment Il or Attachment 111 together
with either Attachment 1V, V or VI must be selected

- in the case of Class I11, Attachment Il or Attachment 111 together
with either Attachment 1V or VV must be selected

- in the case of a Active implant device, Attachment Il or
Attachments I11 together with either 1V,V or VI must be selected

Links to other DM

The DM is dependent on
other DM in order to
operate

Indication of whether or not the DM is dependant on other DM in
order to operate

Operations Available:

Action Description Page name
Salva Saves inserted information Same
Cancella Deletes the association with the EC Certificate | Same
Certificato selected
Inserisci Allows access to the page of the EC Pagina Inserimento
Certificato Certificates association Certificati
Aggiungi Allows user to add a field which the user can | Same
insert an additional commercial name
Rimuovi Allows the removal of additional commercial |Same
name selected

Page Name: Certificates

This page is displayed in look-up format and allows the user to search and associate
the EC certificates with the DM. This feature is activated by clicking on the “Inserisci
Certificato” button found on the “Dati Generali” page.

The certificates which can be inserted are those registered in the section management
of the certificates, issued to the same manufacturer of the device.

In correspondence to every DM it is necessary to insert at least one certificate.
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CERTIFICAZIONE DELLA MARCATURA CE

Certificazione della Marcatura CE

Data Scadenza
Certificato

*N° certificato della
marcatura CE

*Organismo Notiflcatu
Codice-Nome

applicate

recepimento
eventualmente

| Estremi delle norme

| armonizzate !
comunitarie e delle Dlrettwa
norme nazionali di CE |

32!2003'

i 3 I‘Fa

Inserisci Certificato

AI fine di effettuare il <3hafo]g|3 del/i certificati & necessario cliccare neli'ordine in
"Inserisci Certificato” & "Conferma”,

Certificates with EC stamp Detail Fields

corrispondenza dei bottoni

Field Name

Description

N Certificato della
marcatura CE

Identification number of the EC stamp

Data Scadenza
Certificato

Expiry date of Certificate

Organismo notificato
-Codice - Nome

Indication of the code and name of the organisation notified.
This field cannot be edited.

To select the code of the organisation notified it is necessary to
click on the “Cerca” link; a look-up will open which will allow
the user to search for the notified Organisation by name and
code

Estremi delle norme
armonizzate comunitarie
e delle norme nazionali
di recepimento
eventualmente applicate

Indication of the Essential details of the National and
Community norms acknowledged during the fabrication of the
DM

Direttiva CE 32/2003

States whether or not the certificate should be issued in
compliance with EC Directive 32/2003

Operations available:

Action Description Page name

Ricerca Activates a search on the basis of the criteria Same
inserted

Nuova Clears the search criteria previously defined Same
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ricerca

Conferma | Closes the look-up, inserts the certificate or the Pagina Dati
certificates selected adjourning the list of the Generali
certificates on general DM data page

Annulla | Closes the look-up without saving the work done by |Pagina Dati
user Generali

2.3.1.8.1.2  Specifications

b

LockUphaterialiC
onfezionamento

isci- 4
Inserisci - Cancela Inserisci - Cancelia( R

LookUphat
enali

Inserisei £ Modifica F\ﬁa?ériala
\\Enserisc: / Modifica Matenali s

| Meni }

Cerca - Aggiungi - Cancella

LookUpSo Inserisci - Modifica - Cancella
stanza I LookUpTess

uti

Page Name: Specifications

The “Scheda Tecnica” page allows the user to insert/edit information on the technical
data of a DM. The data of the specifications data sheet of a DM are subdivided in the
following areas:

e General technical characteristics

e Date of sterilisation

e DM material that comes in direct contact with the patient (see

relevant paragraph)

e Medicinal products present patient (see relevant paragraph)

e Primary packaging of DM patient (see relevant paragraph)

e Directions for use
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The “Scheda Tecnica” page is accessible to users in the following cases:
e During the insertion phase of the DM after the registration of the
data
e During the editing phase of the DM
e During the insertion phase of the DM by coping one that already
exists in the system

While saving the data of the specifications data sheet, at least one material contained
in the DM that comes in direct contact with the patient and can be pointed out as
material contained in the primary packaging of the DM, must be indicated only if the
label “Sterile” corresponds; being marked “Si”

In the upper part of the page the principle data of the DM are displayed; as well as the
“Dati Generali del Dispositivo Medico” link, which allows the user to see the general
data of the DM.
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Field Name

| Description

General technical characteristics

Descrizione Description of the general technical characteristics of the DM
Destinazione d'uso | Intended use In accordance with the D.Lgs.46/97

ai sensi del

D.Lgs.46/97

Misura (ove Indication of the measurable criteria actually used and present in
applicabile) commercial catalogues with the corresponding unit of measurement of

the DM

Sterilisation data

Sterile

Indication of whether or not the DM is sterile

Metodo di
sterilizzazione

Method used to sterilise the DM.
This field is required if the “Sterile” field is marked “Si”

Se altro Metodo di
sterilizzazione

Description of the sterilisation method if it is not already present on the
loaded list previously.

specificare This field is required if the “Metodo di sterilizzazione” field is marked
“Altro”
Metodo di The method of sterilisation can be validated:

sterilizzazione
validato secondo

- according to the harmonised norms
- other.
This field is required if the “Sterile” field is marked “Si”

Periodo massimo di
utilizzo

Maximum length of use of the DM.
This field is required if the “Sterile” field is marked “Si”

Material contained

in the DM that comes in direct contact with the Patient

Latex free

Indication as to whether or not the DM contains latex.

Fila da allegare

File containing the Latex free certification.
This field is required if in the “Latex free” field it was marked “Si”

E-mail/Sito web

Indication of email or web site where the Latex free certificate can be
requested.

This field is required if in the “Latex free” field it was marked “Si”
This field is an alternative to the “File da allegare” field

Data of biological tissue or substances of animal origin (not vital)

Presenza
Tessuti/Sostanze

Indication of whether or not the DM contains Biological tissue/animal
substances

Medicinal products Present

Presenza
Medicinali

Indication as to whether or not the DM contains medicinal products

Medicinali (esclusi
derivati da sangue
0 plasma umano)

Indicates if there are medicines present in the DM (except for those
derived from blood or human plasma).

This field can be ticked only if it was marked “Si” in the “Presenza
Medicinali” field

Medicinali o
cosituenti di
medicinale derivati
da sangue umano

Indicates if there are medicines present in the DM derived from human
blood).

This field can be ticked only if it was marked “Si” in the “Presenza
Medicinali” field

Medicinali o
cosituenti di
medicinale derivati

Indicates if there are medicines present in the DM derived from human
plasma).
This field can be ticked only if it was marked “Si” in the “Presenza
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da plasma umano

| Medicinali” field

Primary packaging of the DM

| materiali
prevalenti
costituenti il
confezionamento
primario del DM
necessitano di
condizioni speciali
di smaltimento

Indicates if the primary packaging of the DM must be disposed of in a
specific manner

Directions for use

Monouso

Indicates whether or not the DM is disposable

Metodo di
risterilizzazione

Method used to re-sterilise the DM.
This field is required if in the “Monouso” field it was marked “No”

Se altro Metodo di
risterilizzazione,

Description of method of re-sterilisation if it is not found on the
previously loaded list.

specificare This field is required if in the “Metodo di Re-sterilizzazione” field it
was marked “Other”
Modalita di Method used to clean/disinfect the DM.

pulizia/disinfezione

This field is required if in the “Monouso” field it was marked “No”

Numero di
sterilizzazione
consentite(ove
stabilito)

Maximum number of times it is permitted to sterilise a DM.
This field is required if in the “Monouso” field it was marked “No”

Operations Available

Action Description Page Name

Salva Saves the information inserted Same
Inserisci/Modifica | Allows the user access to the administrative LookUpMetodiSteril
metodi window of the sterilisation methods of a DM

sterilizzazione

Inserisci/Modifica | Allows the user access to the administrative LookUpMateriali
materiali window of the Material contained in the DM
Inserisci/Modifica | Allows the user access to the administrative LookUpTessuti
Tessuti window of the biological tissues/animal

substances contained in the DM
Inserisci/Modifica | Allows the user access to the administrative LookUpSostanze

window of the Active ingredients contained in the
DM

Inserisci/Modifica
material

Allows the user access to the administrative
window of the primary packaging material
contained in the DM

LookUpMateraliConf
ezionamento

Inserisci/Modifica
metodo
risterilizzazione

Allows the user access to the administrative
window of the re-sterilisation methods of the DM

lookUpMetodiRisteril

Page Name: LookUpMetodiSteril
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This page is displayed in look-up format and allows the user to insert and cancel
methods of sterilisation of DM that come in direct contact with the patient. It is

activated by clickin

g on the “Inserisci/Modifica metodi sterilizzazione” button which

is found on the “Scheda Tecnica” page.
When saving the data on the specifications data sheet, it is required to indicate at least

one method of steril
sterile.

isation of the DM in the case that it has been marked as being

METODI DI STERILIZZAZIONE 7
Metodi di }
| Periodo sterilizzazione :
Metedi i ciriilicsastanc | massimo di validato Descn:lzannl_elaltro_metodo |
utilizzo secondo di sterilizzazione |
{mesi) norme |
armonizzate |
\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\ d
{[ALDEIDI E DERIVATI =] | =] j

Inserisc Metede |  Cancella |

al fine di effettuare il sa

lvataggio del/i metodi di sterilizzazione & necessario cliccare nell'ordine in

corrispondenza dei bottoni "Inserisc Materiali® e "Conferma”.

Methods of sterilisation of DM Detail Fields

Field Name Description
Metodo di Method used to sterilise the DM.
sterilizzazione This field is required if the “Sterile” field is marked “Si”

Periodo massimo di
utilizzo

Maximum length of use of the DM.
This field is required if the “Sterile” field is marked “Si”

Metodo di
sterilizzazione
validato secondo

The method of sterilisation can be validated:

- according to the harmonised norms

- other.

This field is required if the “Sterile” field is marked “Si”

Se altro metodo di
sterilizzazione,
specificare

Description of method of sterilisation if it is not found on the previously
loaded list.

This field is required if in the “Metodo di sterilizzazione” field it was
marked “Other”

Operations Available

Action

Description Page Name

Inserisci Metodo

Confirm the method of sterilisation indicated by | Same
the user, providing a new line for the insertion of
the new method

Cancella

Eliminates the method of sterilisation selected by | Same
the user
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Conferma Closes the window, confirming the actions Scheda Tecnica
carried out by the user

Page Name: LookUPMateriali

This page is displayed in look-up format and permits the insertion and deletion of
materials contained in the DM that come into direct contact with the patient. This is
the activated by clicking on the “Inserisci/Modifica materali” button, visible on the
“Scheda Tecnica” page.

Should the “Classe Materiali” field read “Metallici Leghe” it will the be necessary to
indicate the name of the metal.

When saving the data on the specifications data sheet, the user must indicate at least
one of the materials contained in the DM that comes in direct contact with the patient.

; Condizioni
| Classe del Materiale Materiale speciali di
Zg smaltimento
POLIMERICT ACRILATI 5 "
ALLUMINIO &
AMADIO
ANTIMOMNIO
ARGENTO
ATTIMNIO
|METALLICI-LEGHE =1 BARIO e
Mome Lega gllafel\l’ll!_JL‘II'O |sé vi
| CADMIO
CALCIO
CESIO
COBALTO
CROMO
FERRO
FEAE::IO ;J :
[ Ins. Altro Materiale 1 cancella
Conferma | Chiudi |
Materials contained in the DM Detail Fields
Field Name Description
Class di Materiale Type of material that the DM is made up of
Materiali Material that the DM consists of

Condizioni speciali di | Indication if the material indicated requires specific disposal
smaltimento
Nome Lega Name of the metal.

This field is displayed if in the corresponding “Classe del
Materiale” field the “Metallici-Leghe” option was selected

Operations available

Action Description Page Name
Ins. Altro Materiale | Confirms the material indicated by the user, |Same
providing a new line in order to chose a new
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material
Cancella Eliminates the material selected by the user | Same
Conferma Closes the window, confirming the Scheda Tecnica
operations carried out by the user
Chiudi Closes the window, with out confirming the | Scheda Tecnica

actions carried out by the user

Page Name:LookUpTessuti

This page is displayed in look-up format and allows the user to insert, edit and delete

the biological tissues/animal substances contained in the DM.

This is the activated by clicking on the “Inserisci/Modifica materali” button, visible

on the “Scheda Tecnica” page.

On the upper part of the page, the list of Biological tissues/animal substances

associated with the DM are displayed.

On the lower part of the page, a box is displayed where the user can insert/edit the
information related to a biological tissue/animal substance to be associated with the

DM.

Elenco degli eventuali tessuti biologicif/sostanze animali contenuti nel DM

SR Stato di Presenza
Famiglia di appartenenza B Parte utilizzata dei tessuti - Sostanza documenti
BOYINA ITALLA CUORE | D
Inserisci | Modifica | Cancella |

Famiglia di appartenenza Stato di provenienza Batte Uti“sz::tt:n':zi Tessim -
5 ITALLA P AMMNESST CUTAMEIL ~|
Altra famlg!la Altra parte utilizzata:
Documenti:

Disponibilita dei doc. sulla

| provenienza del tessuto - sostanza trattamento & inattivazione

] ]

| File da
| allegare

(Sfogia__ ) File da

allegare

File da

allegare

| Indirizzo e-mail fsito web Indirizzo e-mailfsito web

_ Conferma |

Disponibilita dei doc. sui metodi di Disponibilita dei doc. delle nutorlta

Indirizzo e-mailfsito web

Sanitarie

Ll

(Shogia.. |

salva E :
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Tissue data Fields

Field Name

Description

Famiglia di appartenenza

Family of origin of the biological tissue/animal substance
contained in the DM

Altra Famiglia

Description of the family of origin of the biological
tissue/animal substance contained in the DM, if it has not
previously been loaded onto the list.

This field is required if the corresponding “Famiglia di
Appartenenza” was indicated as “Altro”, otherwise it is not
taken into account

Stato di provenienza

Original condition of the biological tissue/animal substance

Parte utilizzata dei tessuti

Parts of tissue used in DM

Altra parte utilizzata

Description of the parts of the biological tissue/animal
substance used in the DM if they haven’t been previously
loaded onto the list.

This field is required if the corresponding “parte utilizzata
dei tessuti” was marked “Altro”, otherwise it is not taken
into account

Disponibilita dei doc. sulla
provenienza del tessuto —
sostanza

Indication of the presence of documentation on the origin
of the tissue — substance

Fila da allegare (in
riferimento al campo
“Disponibilta de doc. Sulla
provenienza del tessuto —
sostanza”)

File containing the documentation on the origin of the tissue
— substance. The file must be in pdf format.

This field is required if the “Disponibilta de doc. Sulla
provenienza del tessuto — sostanza” field has been ticket
This field is an alternative to the “Indirizzo email/sito web”

Indirizzo e-mail /sito web (in
riferimento al campo
“Disponibilta dei doc. Sulla
provenienza del tessuto —
sostanza”)

Email address/Web site from which the origin of the tissue —
substance can be traced.

This field is required if the “Disponibilta dei doc. sulla
provenienza del tessuto — sostanza” field was ticket.

This field is an alternative to the “File da allegare” field.

Disponibilita dei doc. sui
metodi di trattamento e
inattivazione

Indication of the presence of documentation on methods of
treatment and deactivation

Fila da allegare (in
riferimento al campo
“Disponibilta dei doc. sui
metodi di trattamento e
inattivazione” )

File containing the documentation on methods of treatment
and deactivation. The file must be in pdf format.

This field is required if the “Disponibilta dei doc. sui metodi
di trattamento e inattivazione” field was ticked.

This field is an alternative to the “Indirizzo email/sito web”
field.

Indirizzo e-mail/sito web (in
riferimento al campo
“Disponibilita dei doc. sui
metodi di trattamento e

Email address/web site where the documentation on
methods of treatment and deactivation can be found.
This field is required if the “Disponibilta dei doc. sui metodi
di trattamento e inattivazione” field was ticked. This field is
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inattivazione”

an alternative to the “File da allegare” field.

Disponibilita dei doc. delle
Autorita Sanitarie

Indicate the presence of documentation provided by the
Health authority regarding the tissues/substances selected.

Fila da allegare (in
riferimento al campo
“Disponibilita dei doc. delle
Autorita Sanitarie™)

File containing the documentation provided by the Health
authority regarding the tissues/substances selected The file
must be in pdf form. This field is required if the
“Disponibilta dei doc. delle Autorita Sanitarie” field is
ticked. This field is an alternative to the “Indirizzio
Email/sito web” field.

Indirizzo Email/sito web (in
riferimento al campo
“Disponibilita dei doc. delle
Autorita Sanitarie™)

Email address/web site where the documentation provided
by the health authority regarding the tissue/substance
selected can be found.

This field is required if the “Disponibilta dei doc. delle
Autorita Sanitarie” field is ticked. This field is an alternative
to the “File da allegare” field.

Operations available

Action Description Page Name

Inserisci Displays a box in which the user can insert information | Same
regarding biological tissue/animal substance to be
associated with the DM

Modifica | Displays a box in which the user can edit information Same
regarding biological tissue/animal substance selected

Cancella | Eliminates the selected biological tissue/animal Same
substance, associated with the DM

Salva Saves the information inserted by the user of a biological | Same
tissue/animal substance, associated with the DM in the
insert/edit box

Conferma | Closes the window, confirming the operations carried out | Scheda
by the user Tecnica

Chiudi Closes the window, without confirming the actions Scheda
carried out by the user Tecnica
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Page Name: LookUpSostanze

This page is displayed in look-up format and allows one or more active ingredients to
be linked to a DM. This is achieved by clicking the “Inserisci/Modifica principi attivi”
button which is found on the “Scheda Tecnica” page.

In the box at the top of the page a list of possible active ingredients associated with
the DM is displayed.

In the box in the middle of the page displays the search fields to be determined, (at
least one margin must be put in place) in order to obtain the list of active ingredients
from which the user may select and then link to the DM.

In the box at the end of the page, a list of consistent active ingredients are visible with

the search criteria in place.

Principi Attivi

Codice Princlo§ 2 g St i 5
Attive Denominazione Principio Attivo Tipo _
2601 RELA Sinonimo r|

Principi Atlivi

Codice Principio Attivo: i
Denominazione Principio Attivo: i

Cerca |
______________________________________________________________________________________ D
Cudi‘::ﬁ:’jncia Denominazione Principio Attive Tipo :
2601 CARISOPRODOLO | Farmacopes italiana o
europesa |
Agg. Principi Attivi al DM
Conferma | Chiudi
Active Ingredients Search Detail Fields
Field Name Description
Codice Principio Attivo Option to search by inserting the active
ingredient code
Nome Principio Attivo Option to search by inserting the active
ingredient name (or part there of)
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Active Ingredients List Detail Field

Field Name Description

Codice Principio Attivo Code of the Active ingredient
Nome Principio Attivo Name of the Active ingredient
Tipo Type of Active ingredient

Operations available

Action Description Page Name

Ricerca Runs a search of the active ingredients base on the | Same
search criteria specified

Agg. Allows the user to link active ingredients selected to | Same
Principi the DM

Attivi al

DM

Cancella | Allows the user to delete the link between the active | Same
ingredients selected and the DM

Conferma | Closes the window, confirming the operations SchedaTecnicaGen
carried out by the user
Chiudi Closes the window, without confirming the actions |SchedaTecnica

carried out by the user

Page Name: LookUpMaterialiConfezionamento

This page is displayed in look-up format and allows the insertion and deletion of the
primary material used to package the DM. This is activated by clicking the
“inserisci/modifica materiali” button found on the “Scheda Tecnica” page.

Only the primary packaging material of sterile DM need be inserted. The material of
non sterile DM, does not need to be specified.

............................................... s iU e
PLASTICA .
e C ARTA ....................................................... e
{carTOME =
Ins, Altro Materiale i cancella
Confarma | Chiudi
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Primary packaging material of a DM Detail Fields

Field Name Description

Materiali Material necessary for the primary packaging of the DM

Operations available

Action Description Page Name
Ins. Altro | Confirms the material indicated by the user, Same
Materiale |providing a new line so that new material can be
selected
Cancella | Deletes the material selected by the user Same
Conferma | Closes the window, confirming the operations SchedaTecnica
carried out by the user
Chiudi Closes the window, without confirming the actions | SchedaTecnica
carried out by the user

Page Name: LookUpMetodiRisteril

This page is displayed in look-up format and allows the user to insert and delete
methods of sterilisation applied to the DM which come in direct contact with the
patient. It is activated by clicking the “inserisci/modifica materiali” button found on
the “Scheda Tecnica” page.

When saving the specification data, at least one method of sterilisation of the DM
must be indicated if the DM has been marked as being Sterile

METODI DI RISTERILIZZAZIONE ?

Descrizione altro
metodo di
sterilizzazioni

Metodi di Numero di
risterilizzazione sterilizzazioni

ACIDO PERIACETICO E DERIVATI + | |

Inserisci Metads | Cancells i

Conferma §

al fine di effettuare il salvataggio del/i metodi di risterilizzazione & necessario cliccare nell'ordine in
corrispondenza dei bottoni "Inserisci Materiali" e "Conferma".

Methods of re-sterilisation of DM Detail Fields

| Field Name | Description |

SISG_SSW.MSW_DISPO_RDM_MTR_Manufacturer_vl.1.doc February 2008 45/166



Ministry for Health User Manual Design and Development NSIS
DM Manufacturer Profile

Metodo di Method used to re-sterilise the DM.

risterilizzazione | This field is required if the “Monouso” field
is marked “Si”

Modalita di Method used to clean/disinfect the DM.

pulizia/disinfezion | This field is required if the corresponding

e “Monouso” field was marked “No”

Se altro metodo di | Description of method of re-sterilisation if it

sterilizzazione, is not found on the list previously loaded.

specificare

Numero di Maximum number of times it is permitted to

sterilizzazioni sterilise a DM.. To specify that an illimited

number of sterilisations are allowed the
option ‘lllimitato” must by selected.
Otherwise the corresponding field must be
filled in with the number of sterilisations
allowed. The field is editable if the check
“Illimitato” its not selected.

This field is required if in the “Monouso”
field has been set to “No”

Operations available

Action Description Page Name

Inserisci | Confirms the method of re-sterilisation indicated by | Same
Metodo the user, providing a new line so that new method
can be inserted

Cancella | Deletes the method of re-sterilisation selected by the | Same
user

Conferma | Closes the window, confirming the actions carried | SchedaTecnica
out by the user

2.3.1.8.1.3 Documentation

Meni Documentazione Documenta
zioneDh

This page allows the user to insert documentation attached to a DM. This page is not
accessible in the following phases:

e During the insertion phase of the DM after the registration of the
general data

e During the editing phase of the DM

e During the insertion phase of the DM by means of coping one that
already exists in the system
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In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the

general data of the DM.

All of the fields on this page are required in order for the FAB/MAN/RIC/ASD to
validate the DM.

Page Name: DocumentazioneDM
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Home > Dispositivi Medici di Classe 1,11a/b,111 > Dispositive Medico (DM) > Daocurnentazione ?

Documentazione

Tipo Dispositivo Medico: DISPOSITIVO

Ulteriori Nomi commerciali del DM
PROVA

Nome commerciale e modello: VACUDRAIN

Codice attribuito dal fabbricante {identificativo
catalogo):

Fabbricante: JOHNSON & JOHNSON MEDICAL S .P.A.
Progressivo di sistema attribuito al DM: 2705

00VT404

Cati Generali del Dispositivo Medico

Selezionare il file da allegare oppure indicare il link remote al documento o l'indirizzo email cui

richiederlo
Documento File da allegare Link fIndirizzo Email s""’iﬁ:““""
* Etichetta | [Acc_quad_z_2004.pdf Apri| Cancella |

Istruzioni per 'uso 1 Sfoglia... l Salual
Immagine del DM ] Stoglia... ] Salva [

* Scheda tecnica del
DM: (Schema di
funzionamento futilizzo,
manutenzione,
conservazione e
manipolazione del
dispositivo, precauzioni MCHIUSAN@ETHIT.IJNI.COM Cancella |
di utilizzo,
controindicazioni e
iterazioni, eventuale
tossicita dichiarata,
modalita di trasposrto
e smaltimento)

* Bibliografia
scientifica di supporto
all’evidenza clinica MCHIUSAM@ETHIT.IMI.COM Cancella |
delle prestazioni e
della sicurezza

Il formato dei file da allegare deve essere POF

Documentation Detail Fields

| Field Name | Description |
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Etichetta

File containing the label of the DM. Required

The attached file must be a pdf file

Istruzioni per I’uso

File containing the direction for use of the DM

Imagine del DM

File containing the image of the DM. Not obligatory.
The file attached must be a pdf file

Scheda tecnica del DM:
(Schema di
funzionamento/utilizzo,
manutenzione,
conservazione e
manipolazione del
dispositivo, precauzioni di
utilizzo, controindicazioni e
iterazioni, tossicita
dichiarata, modalita di
trasporto e smaltimento)

The file containing the specifications of the DM or
alternatively the link to the site where the same
information may be found. Required.

The file attached must be in pdf format.

Bibliografia scientifica di
supporto all’evidenza
clinica delle prestazioni e
della sicurezza

File containing the Scientific bibliography, supporting
the clinical evidence of the effectivness and safety of the
DM or alternatively a link to a site where the same
information may be found. Required.

The file attached must be in pdf format

Operations available

Action Description Page Name
Salva Allows a file uploaded or a link entered, to be saved | Same
Cancella | Allows user to delete a file or link Same

Apri Allows the user to download he attached document
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23.18.14 Commercial Data

Salva

DatiCormm
ercialiCii

@ S

Page Name: DatiCommercialiDM

This page allows the user to insert/edit the commercial data of a DM. The commercial
data of a DM are subdivided in two areas.

e Current data of the DM

e Annual sales details of the DM

The insertion page of commercial data of a DM is accessible by the user in the
following cases:
e During the insertion phase of the DM after the registration of the
general data
e During the editing phase of the DM
e During the insertion phase of the DM by means of coping one that
already exists in the system

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.
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Home > Dispositivi Medici di Classe 1,11a/b,111 > Dispositivo Medico (DM) > Dati Carmmerciali e

Modifica Dati Commerciali

Codice attribuito

Tipo Dispositive Medico: DISPOSITIVO

Uiteriori Nomi commerciali del DM

Nome commerciale e modello: VACUDRAIN

dal fabbricante {identificativo
catalogo):

Fabbricante: JOHNSON & JOHNSON MEDICAL S.P.A,

0O0VT404

Progressivo di sistema attribuito al DM: 2705

Diati Generali del Dispasitive Medico
Dati attuali
DM oggetto di fornitura alle strutture dell’SSN: | =i -E
Prezzo unitario di listino del singolo dispositivo |50,4 Y IVA: ﬁ*u“““*‘“‘“‘

senza IVA:

Presenza del codice a barre: {si -]

Gli irmporti sono espressi in Eura

Dati di vendita del DM
i N°pezzi venduti|
N® pezzi | : i : %
enduti al 55N | Tipo di dato al restante Tipo di dato
mercato

effettive C stimato ] éef-fettivn " ctimato T

Ins. Altro dato di vendita i

Par SSN si intende: Aziende Sanitarie Locali, Aziende Ospedaliere, Strutture pubbliche e private accreditate

Commercial data

Fields

Field Name

| Description

Current data

DM oggetto di
fornitura alle
strutture dell’SSN

Indication whether or not the DM is destined to be used by the SSN

Prezzo unitario di
listino del singolo
dispositivo senza

Unit sale price of a DM free of tax
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IVA

%IVA

Indication of the IVA applied to the DM

Presenza del codice
a barre

Indication as to whether or not the DM bears a barcode

DM Sales data

Anno di vendita
DM

Indication of the year DM was sold

No. pezzi venduti
al SNN

Indication of the number of pieces sold to the National Health Service.
This field is required if the year of sale has been entered.

Tipo di dato

Indication of the type of data (No. of pieces sold to the SSN) either
estimated or exact

No. pezzi venduti
al restante mercato

Indication of the number of DM pieces old (excluding pieces sold to the
SSN).
This field is required if the year of sale has been entered

Tipo di dato

Indication of the type of data (No. of pieces sold to the rest of the
market) either estimated or exact
This field is required if the year of sale has been entered

Operations available

Action Description Page Name
Ins. Altro | Adds an empty line in which the user can insert the Same

dato di commercial information of a DM regarding a sales year

vendita

Salva Allows the information entered to be saved Same
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2.3.1.8.1.5  Composition of Systems and kits (Para.3 Art.12)

q Cancella Companente - Salva
Weni | ListaElzmentiCorrel
| ati
lookUpGest

==
Aggiungi Compongrie
Ricerca
oneProdotti

ListaElement /
iDaCaorrelare Inzarimentno -

/

J

- Gestione Pridatto
Ing€risci Component e
i

Py M
looklpRice
rcaProdotti =

Composizione di sistemi o kit (c.3 Art12)

Cancella

Riterca /
/

‘ FormRicercaEleme

ntiDaCorrelare

Page Name: ListaElementiCorrelati

This page allows the user to add or delete a component in a system or kit in
accordance with Para.3 Art.12. The components of a system or kit in accordance with
Para.3 Artl12. There are three possible types:

e CE marked DM

e Non-CE marked DM

e Non-DM articles

This page is accessible by the user in the following cases:
e During the insertion phase of a System or kit after the
registration of the general data
e During the editing phase of a System or kit
e During the insertion phase of a System or kit by means of
coping one that already exists in the system

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.
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Each system or kit’s commercial name has a corresponding link which allows the user
to see additional detailed information about the component selected.

Home > Dispositivi Medici di Classe I,I1a/b,I11 > Dispositivo Medico (DM) > Composizione di sistemi ¢ kit (c.3 2
Ark.12)

Composizione di sistemi o kit (c.3 Art.12)

Tipo Dispositive Medico: KIT
Nome commerciale e modello: €IT

Codice attribuito dal fabbricante (identificativo
catalogo):

Fabbricante: BAYER
Progressivo di sistema attribuito al DM: 1738

o

55

ul

Cati Gensarali del Dispositive Medico

Componenti Sistema o Kit

| Nome commerciale Fabbricante/ Titolare Humerd. Tipo Prodotto Male "E_i Seleziona
| Pezzi | repertorio |
i g | s 1
:N-"ﬁ‘z: BAYER it :DM [

MAX SAYER 1 DM r

Pagina 1 di 1

Tipe del Prodotto: NCE=DM NON MARCATQO CE FMC=PRESIDIC MEDICC CHIRURGICO SPM=SPECIALITA MEDICINALE

ALT=ALTRO
Seleziona: Cliccare su unc dei quadratini in corrispondenza del compenente o dei componenti presenti nella lista a
zeconda delle operazicni.

Inserisci Componenti Gestione Prodotti ; —omponoant Salva

Component list Data Fields
Field Name Description
Nome Commerciale | Commercial name of DM or Non-DM article
Fabbricante/Titolare | Indication of the number of pieces which the system or kit
require, regarding the components
Tipo prodotto The following types of products can be recognised (Para.3
Art.12) as a system or Kkit:

- DM (Medical Device)

- NCE (Non-CE marked DM)

- PMC (Medical and surgical aids)

- SM Medicines

- ALT (Other Non-DM type of Article)
Stato nella base dati | The status of the DM in the database. The status can change in
the following order:
e L:Processing
e V:Valid
e P: Published
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Operations available

Action Description Page Name
Inserisci Grants the user access to the component FormRicercaElementiDa
Componente | search page in order to make additionstoa | Correlare
system or Kit
Gestione Opens a window where the user has the LookUpRicercaProdotti.
Prodotti option to manage Non-DM articles i.e. the
“Altro” and Non-CE marked kind
Cancella Allows the user to delete components Same
Componenti | selected from the composition of the system
or kit
Salva Allows the information entered to be saved | Same

Page Name: FormRicercaElementiDaCorrelare (DM)

This page allows the user to put search criteria in place in order to view the DM list or
the list of other Non-DM products to add as components to the system or Kit.
Depending on the criteria specified in the “Cerca tra” field, the page will display
different search criteria. In this paragraph we will examine the case in which the user
intends to search among DM.

After having requested a DM list, it is necessary to put another search margin in
place.

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.
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Home > Dispositivi Medici di Classe I,I1a/b,III = Disposiive Medico (DM} > Cormposizione di sisterni o kit (o3
Art12)

Composizione di sistemi o kit {c.3 Art.12)

Tipo Dispositivo Medico: SISTEMA
Mome commerciale e modello: DISPOSITIVO MEDICO

Codice attribuito dal fabbricante {identificativo
catalogo):

Fabbricante: MAILB QX
Progressivo di sistema attribuito al DM: 9942

a0l

Dati Generali del Dispositivo Medico

Criteri di ricerca dei componenti

Cercatra: pM & ALTRO PRODOTTO ©

Progressivo di sistema attribuito al DM:l

Tipo DM:! "I

Fahhricante:l

Mome commerciale e mudellu:l

Codice attribuito dal fabbricante {identificativo da: I
catalogo): a:l

Classificazione CHD: ﬂ
¥ Cerca

Ricerca I Nuowa Hoerca I | Gestone Prodott I

DM Component Search Fields

Field Name Description

Cerca Tra The user must provisionally choose if he intends to request
a DM list or other Non-DM product list. Different search
criteria will be displayed depending on this choice

Progressivo di sistema Option to serch a Medical Device by its identification
attribuito al DM number assigned during registration into the database.

Tipo DM Indicate the class of Medical device. There are the
following types of DM:

e Device

e System

o Kit

Fabbricante The user can insert the name (or part there of) of the
Manufacturer of the DM

Codice attribuito dal Option to indicate the range of codes which includes the
fabbricante (identicativo | product code assigned to the DM by the Manufacturer.
catalogo) da/a

Nome commerciale e The DM’s name (or beginning of) given by the
modello manufacturer, can be inserted
Classificazione CND Indicates the national classification of the DM

This field is cannot be edited. TO select a CND
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classification, click on the “cerca” link; a look-up will
open from which it will be possible to search for a CND
classification by code and description

Operations available

Action Description Page name

Gestione |Opens a window where the user has the option to | LookUpRicercaProdotti.
Prodotti | manage Non-DM articles i.e. the “Altro” and
Non-CE marked kind

Ricerca | Runs a search with criteria put in place and ListaElementiDaCorrela
displays the DM list or list of Non-DM products | re
that match the same criteria

Reset Clears the search criteria previously put in place | Same

Page Name: FormRicercaElementiDaCorrelare (Articoli Non-DM)

This page allows the user to put search criteria in place in order to view the listo f DM
and other Non-DM products to add as components of a system or kit. This page will
display different search criteria, depending on the type of DM chosen. In the is
paragraph we will examine the case in which the user wishes to search among the Non-
DM items.

In particular, if the user chooses “Articolo Non-DM” he can refine his search choosing
between

Non -CE marked DM
Medicinies

Medical and surgical aids
Other

Should a “DM non marcati CE” be chosen, a search will be run of the Non -CE
marked DM registered in the database, should “Specialita Medicinali” be chosen, a
search will be run in the General Pharmaceutical Database, Should “Presidi Medici
Chirurgici” be chosen, a search will be run in the database of the P.M.C registered,
should a “Altro” be chosen, a search will be run of the “Altro” type Non-DM articles
registered in the database.

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.
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Home > Dispositivi Medici di Classe I,IIa/b 111 = Dispositive Medico (DM) > Compesizione di sistemni o kit (¢.3 >
Ark.12)

Composizione di sistemi o kit (¢.3 Art,12)

Tipo Dispositivo Medico: SISTEMA
Nome commerciale e modello: DISPOSITVO MEDICO

Codice attribuito dal fabbricante (identificativo
catalogo):

Fabbricante: MEDICALFACTORY
Progressivo di sistema attribuito al DM: 1334

0001

Cati Generali del Dispositive Medico

| Criteri di ricerca dei componenti

Cerca tra: ARTICOLO NON DM & pM

Tipo Prodotto: | DM NON MARCATO CE -

Nome commerciale & modello: |

Codice attribuito dal fabbricante (identificativo |
catalogo): '

Pr——————

Numero Registrazione: |

aaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaa

Codice AIC: |
e
Fabbricante: |

Titolare: |

Ricerca Reset | Gestione Prodotti

Non-DM article components Search Detail Fields

Field Name Description

Cerca Tra The user must provisionally choose if
he intends to request a DM list or other
non -DM product list. Different search
criteria will be displayed depending on
this choice

Tipo prodotto The user can choose between the
following types of product:

e Non -CE marked DM
e Surgical and Medical Aids
e Medicines
e Other
Nome commerciale e | The DM’s name (or beginning of)
modello given by the manufacturer, can be
inserted
Fabbricante The user can insert the name (or part
there of) of the Manufacturer of the
DM
Codice attribuito dal | The code attributed to the DM by the
fabbricante manufacturing company can be

(identicativo catalogo) | indicated (referring to Non-CE marked
DM and to others)

Numero registrazione | The registration number refers
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exclusively to surgical and medical

aids

Codice AIC The AIC code refers exclusively to
Medicinal products

Fabbricante The name of the Manufacturer (or part

thereof) can be indicated (referring to
non -stamped DM, Surgical and
medical aids and other)

Operations available

Action Description Page name
Gestione Opens a window where the user LookUpRicercaProdotti.
Prodotti has the option to manage Non-DM

articles i.e. the “Altro” and Non-
CE marked kind

Ricerca Runs a search with criteria put in | ListaElementiDaCorrelare
place and displays the DM list or
list of non- DM products that
match the same criteria

Reset Clears the search criteria Same
previously put in place

Page Name: ListaElementiDaCorrelare

This page allows the user to :
e View the list of DM and then choose which components to add to the
system or Kit
e Runanew search
In the upper section of the page, the principle data of the DM are displayed as well as

the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.
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Home > Dispositivi Medici di Classe I,I11a/b,III = Disposiivo Medico (DM} > Corposizione di sisterni o kit (o2 2
Art132)

Composizione di sistemi o kit {c.3 Art.12)

Tipo Dispositivo Medico: SISTEMA
Mome commerciale e modello: DISPOSITIVO MEDICO

Codice attribuito dal fabbricante {identificativo a01
catalogo):

Fabbricante: MAILE QX
Progressivo di sistema attribuito al DM: 99472

Dati Generali del Dispositivo Medico

Criteri di ricerca dei componenti

Cercatra:pm & aALTRO PRODOTTO

Progressivo di sistema attribuito al DM:I

Tipo DM: [KIT =1

Fabbricante: |

Mome commerciale e mudellu:l

Codice attribuito dal fabbricante (identificativo da: I a:
catalugu}:l
Classificazione CND: |~ ﬂ
] Cerca
Ricerca I Nuowa Hoerca I
Codice
Nome attribuito dal
commerciale e | fabbricante Fabbricante LT ne_l NumEI_'u Tipo DM |Seleziona
h s . repertorio Pezzi
modello (identificativo
catalogo)
NOME .
COMMERCIALE 444444 BAYER c [1 KIT r
MOME - ’ A
COMMERCIALE 67985 ESACQTE SPA C |1 KIT -
Pagina 1 di 1

Stato nel repertorio: C=CONSCLIDATC L=IN LAVORAZICNE P=PUBBLICATC V=VALIDATC

Seleziona: Per aggiungere un componente cccorre preventivamente cliccare su uno dei quadratini in corrispondenza
del componente o dei compeonenti presenti nella lista.

Aggiungi Component I Gestione Prodotti

DM Components Search Detail Fields

Field Name Description

Cercatra The user must provisionally choose if he intends to request
a DM list or other Non-DM product list. Different search
criteria will be displayed depending on this choice

Progressivo di sistema Option to serch a Medical Device by its identification
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attribuito al DM

number assigned during registration into the database.

Tipo DM

Indicate the class of Medical device. There are the
following types of DM:

e Device
e System
o Kit

Fabbricante

The user can insert the name (or part thereof) of the
Manufacturer of the DM

Codice attribuito dal
fabbricante (identicativo
catalogo) da/a

Option to indicate the range of codes which includes the
product code assigned to the DM by the Manufacturer.

Nome commerciale e
modello

The DM’s name (or beginning of) given by the
manufacturer, can be inserted

Classificazione CND

Indicates the national classification of the DM

This field is cannot be edited. To selecta CND
classification, click on the “cerca” link; a loo-up will open
from which it will be possible to search fora CND
classification by code and description

Numero Pezzi

Indication of the number of pieces the system or lit
requires, referring to the components

DM List Detail Fields

Field Name

Description

Nome commerciale e
modello

The DM’s name given by the manufacturer

Codice attribuito dal
fabbricante (identicativo
catalogo)

The code attributed to the DM by the manufacturing
company

Fabbricante

The name of the Manufacturer of the DM

Stato nella base dati

Numero pezzi

Indication of pieces which the system or kit requires
(referring to the components).
This field can be edited

Tipo DM Indicate the class of Medical device. There are the
following types of DM:
e Device
e System
o Kit
Operations available:
Action Description Page name
Ricerca Runs a search with criteria put in place and | Same
displays the DM list or list of Non-DM
products that match the same criteria
Reset Clears the search criteria previously put in Same
place
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Gestione Opens a window where the user has the LookUpRicercaProdotti.
Prodotti option to manage Non-DM articles i.e. the

“Altro” and Non-CE marked kind
Aggiungi Adds the component(s) selected, to the ListaElementiCorrelati
Component | system or kit
e

Page Name: ListaElementiDaCorrelare (Articoli Non-DM)

This page allows the user to :
e View the list of DM and then choose which components to add to the
system or Kit
e Runanew search

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.

Home > Dispositivi Medici di Classe I,IIa/b,III » Dispositive Medice {DM) » Cempozizions di zistemi o kit (c.3 v
Art.12)

Composizione di sistemi o kit (c.3 Art.12)

Tipo Dispositivo Medico: IT
Nome commerciale e modello: ¥IT 5

Codice attribuito dal fabbricante (identificativo 553
catalogo):
Fabbricante: BAYER
Progressivo di sistema attribuito al DM: 1738

o 1 e - T o T Ty el Py
Dati Generali del Dispositive Medico

Criteri di ricerca dei componenti

ey

Cerca tra: ARTICOLO NON DM @& DM f

Tipo Prodotto: | SPECIALITA MEDICINALE 5

Nome commerciale e modello: [2LEvE

Codice attribuito dal fabbricante (identificativo;
catalogo):

Numero Registrazione: i
Codice AIC: i

Fabbricante: i

Titolare: i
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| Nome commerciale e Codice AIC Titolare Numer_‘o SEEeziona;
o e F ey e L i :
ALEVE - "220 MG
COMPRESSE RIVESTITE | .. s S - e
o 03279001 OCHE S.P.A. 1
{COMPRESSE
ALEVE - "220 MG
COMPRESEE RIVESTITE ok L e 'S o
ot bl 32790025 ROCHE 5.P.A | ;
COMPRESESE
Fagina 1 di ¢
State nel repertoric: C=CONSQLIDATO L=IN LAVORAZIONE P=PUBBLICATC V=VALIDATO
Seleziona: Per aggiungere un componente occorre preventivamente cliccare su uno dei quadratini in corrispondenza
del componente o dei componenti presenti nella lista.

Gestione Prodotti

Non-DM Item Components Search Detail Fields

Field Name

Description

Cerca Tra

The user must provisionally choose if he intends to request
a DM list or other non -DM product list. Different search
criteria will be displayed depending on this choice

Tipo prodotto

The user can choose between the following types of
product:

e Non-CE marked DM

e Surgical and Medical Aids

e Medicines

e Other

Nome commerciale e
modello

The DM’s name (or beginning thereof) given by the
manufacturer, can be inserted

Fabbricante

The user can insert the name (or part thereof) of the
Manufacturer of the DM

Codice attribuito dal
fabbricante
(identicativo
catalogo)

The code attributed to the DM by the manufacturing
company can be indicated (referring to non- CE marked
DM and to others

Numero registrazione

The registration number refers exclusively to surgical and
medical aids

Codice AIC

The AIC code refers exclusively to Medicinal products

Fabbricante

The name of the Manufacturer (or part thereof) can be
indicated (referring to non stamped DM, Surgical and
medical aids and other)

Titolare

The name of the Title holder (or part thereof) can be
indicated (referring exclusively to Medicinal products)

Non-DM Item List Detail Fields

Field Name

Description

Nome commerciale e
modello

The name given to the product by the manufacturer

Codice attribuito dal

The code attributed to the product by the manufacturing
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fabbricante
(identicativo
catalogo)

company (refering to non-stamped DM and other)

Numero registrazione

The registration number refers exclusively to surgical and
medical aids

Codice AIC

The AIC code refers exclusively to Medicinal products

Fabbricante

The name of the Manufacturer (referring to non stamped DM,
Surgical and medical aids and other)

Titolare

The Title holder referring exclusively to Medicinal products)

Numero pezzi

Indication of pieces which the system or kit requires referring to
the components.
This field can be edited

Operations available:

Action Description Page name

Ricerca Runs a search with criteria put in place and Same

displays the DM list or list of Non-DM products
that match the same criteria

Reset Clears the search criteria previously put in place Same

Product Opens a window where the user has the optionto | LookUpRicercaPro
management | manage Non-DM articles i.e. the “Altro” and Non | dotti.

-CE marked kind

Aggiungi Adds the component(s) selected, to the system or | ListaElementiCorre

Componente | kit

lati

Page Name: LookUpRicercaProdotti

This page is displayed in look-up format and can be activated in the system and kit
components function area (Para.3 Art.12). It allows the user to enter search criteria in
order to view the non stamped DM list or other non-DM products; type “altro”.
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|Ricerca Lista Prodotti

Tipo Prodotto: | DM NON MARCATO CE » |

Nome commerciale e modello: |

Codice attribuito dal fabbricante (identificativo |
catalogo): '

Fabbricante: §

i
Classificazione CND: | et
i

Cerca
Cerca |
e Lista Frodoel oo i s
Prodoto, - modello | ‘fabbricante | fheceon  temeom
MNCE 11 i B | EEA.‘FER &
NCE AL m-\ smER : L

Pagina 1 di 1

Seleziona: Per effettuare una delle operazione possibili cliccare su unc dei cerchietti in corrispondenza di unc dei
component della lista.

La voce 'ALTRO' in comspondenza del campo Tipo Prodotts' & riferita ad articoli non DM diversi da Presidi Medicl
Chirurgici o Specialita Medicinali.

......

Inserisci Chiudi Modifica | | Cancefla | Vieualizeza |

Product Search Detail Fields

Field Name Description
Tipo prodotto The user can choose between the following types of
product:
e Non -CE marked DM
e Other
Nome commerciale e The commercial name (or beginning thereof) of the
modello product, can be inserted
Codice attribuito dal The code attributed to the DM by the manufacturing
fabbricante company can be specified
(identicativo catalogo)
Fabbricante The user can specify the name (or part thereof) of the
Manufacturer of the product
Classificazione CND The user can search for the national classification of the
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product (referring solely to non -CE marked DM)

This field is cannot be edited. To select a CND
classification, click on “cerca”; a look-up will open from
which it will be possible to search for a the same
classification by code and description (or part there of)

Product List detail Fields

Field Name Description
Tipo prodotto The user can choose between the following types of
product:

e Non -CE marked DM (NCE)
e Other (ALT)

Nome commerciale e
modello

The name given to the product by the manufacturer

Codice attribuito dal
fabbricante
(identicativo catalogo)

The specific code attributed to the product by the
manufacturer

Fabbricante

The name of the Manufacturer of the product

Operations available:

Action Description Page name
Cerca Runs a search with criteria put in place and | Same
displays the DM list or list of Non-DM
products that match the same criteria
Chiudi Closes the product management window The page from which the
window was opened
Inserimento | Displays the insertion page of a product LookUpGestioneProdotti
Modifica Displays a details page (in editable mode) | LookUpGestioneProdotti.
of the product selected from the list
Visualizza | Displays a detail page (in non editable LookUpGestioneProdotti.
mode) of the product selected from the list
Cancella Deletes the product selected from the list Same
Page Name: LookUpGestioneProdotti

This page allows the user to insert/edit/visualise the information regarding the Non-

CE marked DM or other non -DM products; type “Altro”.
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Inserimento Prodotito

*Tipo Prodotto: DM NON MARCATO CE v |

“Nome commerciale e modello: |

*Codice attribuito dal fabbricante (identificativo ?““‘““““““““‘““““

catalogo):
“Fabbricante: |BaveER Cerca
“Classificazione CND: E "“:é Corea
La voce 'ALTRO in corrispondenza del campo ‘Tipo Prodotto’ & rifenita ad articoli non OM diversi da Presidi
Medici Chirurgici o Specialita Medicinali.
Salva | Chiudi | [ Lista Prodotti
Detail Fields
Field Name Description
Tipo prodotto The user can choose between the following types of
product:
¢ Non-CE marked DM
e Other
Nome commerciale e The commercial name of the product as given by the
modello Manufacturer
Codice attribuito dal The specific code attributed to the DM by the
fabbricante (identicativo | manufacturer
catalogo)
Fabbricante Indicates the manufacturer of the product.

For Non CE marked Medical Devices only this field
cannot be edited. In this case it is set by default to the
manufacturer name indicated by the user in the “Gestione
Dati Azienda” feature.

To select a different manufacturer click on “Cerca”; a
look-up window will appear from which the user can
search for and select a new manufacturer.

Classificazione CND Indicates the national classification of the DM

(referring solely to Non-CE marked DM)

This field is cannot be edited. To selecta CND
classification, click on “cerca”; a look-up will open from
which it will be possible to search for a the same
classification by code and description (or part thereof)

Operations available:

Action Description Page name

Salva Saves the information entered by the user | Same

Chiudi Closes the product management window | The page from which the
window was opened

Lista Allows the user to return to the product LookUpRicercaProdotti.
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| Prodotti | search page \ \

2.3.1.8.1.6  Other possible DM required for one to function

Cancella
Meni Eventuali altri DM necessari al funzionamento GesDMnec
J / essariLista
i S
/!JH
Saka__—
yd
L A
}_r_,,-;//j() Inserisci _)//
GesDhMMecess /“‘
ariDaAcquisire /
/f/ Muodifica
Rlcerca /

GesDhNece
ssariModifica

GesDMNMNecessa
riFarmRicerca

Page Name: GesDMNecessariLista

This page allows the user to link one DM to another DM, that are required for its
functionality.

This page is accessible by the user in the following cases:
e During the insertion phase of the DM after the registration of
the general data
e During the editing phase of the DM
e During the insertion phase of the DM by means of copying one
that already exists in the system

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.

In correspondence to the “Nome commerciale e modello” of each correlated DM,
there is a link which allows the user to view the general data of the respective DM
selected.
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Home > Dispositivi Medici di Classe I,1Ia/b,I11 > Dispositive Madico (DM) = Eventuali altri DM necszzar al
funzionamento
Elenco Eventuali altri DM necessari al funzionamento
Tipo Dispositive Medico: DISPOSITIVO
"""""""" Ulteriori Nomi commerciali del DM
PROVA
Nome commerciale e modello: VACUDRAIN
Codice attribuito dal fabbricante {identificativo OO0y T404d
catalogo):
Fabbricante: JOHNSON & JOHNSON MEDICAL S.P.A,
Progressivo di sistema attribuito al DM: 2705
Dati Generali del Dispositivo Medico
....................................... | Codu:eusu
Fabbricante :aft.::;]:::t:n':gk cumNn::::ialegeuluswnf e Aatene) Seleziona
e Sy | Uso non @ dell’esclusivita repertorio
|{(identificativo, e modello | 4
| | esclusivo
catalogo) |
JOHNSON & JOHNSON | - AME PROuA [USO
MEDICAL 5 P.A, |CODICER HOME PROVA | sciusive  [PTOY8 = L.
JOHNSON & JOHNSON | = G aaa e aRe e
MEDICAL S.P.4, eRicks HOME PROVA | ecelusive =
Pagina 1 di 1

Tale funzionalita consente di collegare dizpositivi medic tra di loro.
E' possibile selezionare | DM necessarn tra quelli che sono stati preventivaments inseriti; ss | DM si riferiscono ad altri
fabbricantifmandatari/resp, irmm. in comm. sono selezionabili indipendentemente dal loro stato nel repertorio,

Per ciascuno dei dispositivi necasszar viene richiesto di indicare se & 'unico utilizzabile ("uso esclusive") o meno ("uso nan

ezcluzive") per un determinate scopo.

Seleziona: Cliccare su uno dei quadratini in corrispondenza del componente o dei componenti presenti nella lista a

saeconda delle operazioni.

i

DM required Detail Fields

Field Name

Description

Fabbricante

Manufacturer of the DM required

Codice attribuito dal
fabbricante (identicativo
catalogo)

The code attributed by the manufacturer to the DM
required

Nome commerciale e
modello

The commercial name of the DM required

Uso esclusivo /Uso non
esclusivo

Indicates if the DM to be linked, has an exclusive
use regarding the “Father” DM

Motivo dell’esclusivita

Reason for its exclusiveness

Stato nella base dati

Status of he DM in the database. This status can
change in the following order:

e L:inprogress
e V:Valid
e P: Published

Operations available
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Action Description Page name

Inserisci Grants access to the DM search GesDMNecessariFormRicerca
page of the DM to be linked

Modifica Grants access to the details of the | GesDMNecessariModifica
linked DM (selected) in order to
edit the data regarding the
exclusiveness, or otherwise, of the
association .

Cancella Allows the association between Same
the DM and the DM selected from
the list to be removed

Page Name: GesDMNecessariForm Ricerca

This page allows the user to search for DM to link up. At least one search margin is
required.

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.
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Home = Dispositivi Medici di Classe I,11a/b,III = Dispositive Medico (DM} > Eventuali altri DM necessari al

funzionamento

Ricerca Lista DM

Tipo Dispositivo Medico: SISTEMA
Mome commerciale e modello: DISPOSITIVDG MEDICO
Codice attribuito dal fabbricante {identificativo a0l

catalogo):
Fabbricante: MAILBOx

Progressivo di sistema attribuito al DM: 9942

Dati Generali del Dispositivo Medico

Ricerca

Progressivo di sistema attribuito al DM: |

Tipo DM:| vl

Fahbricante:l

Nome commerciale e mudellu:l

Codice attribuito dal fabbricante {identificative da: I

catalogo}: a:l

Classificazione CND:

2
&} Cerca

Search Detail Fields

Ricerca I Nuowa HCerca I

Field Name

Description

Progressivo di sistema attribuito
al DM

Option to serch a Medical Device by its identification
number assigned by the system during registration into the
database

Tipo DM

Indicate the class of Medical device. There are three
following types of DM:

e Device
e System
o Kit

Fabbricante

The name or (or beginning thereof) of the
Manufacturer of the DM can be specified

Nome commerciale e
modello

The commercial name of the DM (or beginning
thereof) can be specified

Codice attribuito dal
fabbricante (identicativo
catalogo)

The specific code attributed to the DM by the
manufacturer

Classificazione CND

Indicates the national classification of the DM
This field is cannot be edited.
To select a CND classification, click on “cerca”; a
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look-up will open from which it will be possible to
search for a CND classification by code and

description.
Operations available
Action | Description | Page name
Ricerca | Runs a search with criteria put in place and GesDMNecessariD
displays the DM list or list of Non-DM products aAquistare
that match the same criteria
Reset Clears the search criteria previously put in place Same

Page Name: GesDMNecessariDaAquistare

This page displays a list of DM to be linked, according to the criteria put in place in
the search page. In the upper section of the page, the principle data of the DM are

displayed as well as the “Dati Generali del Dipositivo Medico” link which opens the
page containing the general data of the DM.

Once the DM to be linked have been selected, The “Uso esclusivo/Uso non esclusivo”

and “Motivo dell’esclusivita” fields will automatically become unblocked.
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Home = Dispositivi Medici di Classe 1,11a/b,I1I > Dispositive Medico (DM) = Eventuali altri DM necessari al 2
funzionamento

Ricerca Eventuali altri DM necessari al funzionamento

Tipo Dispositivo Medico: SISTEMA
Mome commerciale e modello: DISPOSITIVO MEDICOD

Codice attribuito dal fabbricante {identificativo a0l
catalogo):

Fabbricante: MAILBOX
Progressivo di sistema attribuito al DM: 9942

Dati Generali del Dispositivo Medico

Criteri di Ricerca |

Progressivo di sistema attribuito al DM:l

Tipo DM: |DISPOSITIVO - |

Fabbricante: |

Mome commerciale e mudellu:l

Codice attribuito dal fabbricante {identificativo da:l
catalogo): a:l

Classificazione CHD: il
=1 Cerca
Ricerca I Muowa Hcerca I
Codice
attribuito dal Nome Uso esclusivo/ Motivo Stato nel _
Seleziona

Fabbricante _fEll:lbI_‘ll_:Ell‘liEE commerciale Uso non esclusivo | dell'esclusivita |repertorio
(identificative| e modello

catalogo)

ELEKTA LL14 MAX999 | =] v r

S.p.A.
R
ET medical ANGEL NOME :IA

devices 333 COMM E | =1 r
S.p.A. MODELLO ~|

Fagina 1 di 1

Stato nel repertorio: C=CONSOLIDATO L=IN LAVORAZIONE P=PUBBLICATC V=VALIDATO

Seleziona: Per aggiungere un componente cccorre preventivamente cliccare su uno dei quadratini in corrispondenza
del componente o dei componenti presenti nella lista.

Salva
Search Detail Fields
Field Name Description
Progressivo di sistema attribuito | Option to serch a Medical Device by its identification
al DM number assigned by the system during registration into the
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database

Tipo DM

Indicate the class of Medical device. The following
are types of DM:

e Device

e System

o Kit

Fabbricante

The name or (or beginning thereof) of the
Manufacturer of the DM can be inserted

Codice attribuito dal
fabbricante (identicativo
catalogo) da/a

Range of codes which includes the product code
assigned to the DM by the Manufacturer.

Nome commerciale e
modello

The commercial name of the DM (or beginning
thereof) as given by the Manufacturer, can be
inserted

Classificazione CND

Indicates the national classification of the DM
This field is cannot be edited.

To select a CND classification, click on “cerca”; a
look-up will open from which it will be possible to
search for a CND classification by code and
description.

List Detail Fields

Field Name

Description

Fabbricante

the name of the Manufacturer of the DM

Codice attribuito dal
fabbricante (identicativo
catalogo)

The code attributed to the DM by the manufacturing
company

Nome commerciale e
modello

The name of the DM as given by the manufacturer

Uso esclusivo /Uso non
esclusivo

Indicates if the DM to be linked, has an exclusive
use, regarding the “Parent ” DM

Motivo dell’esclusivita

Reason for its exclusiveness

Stato nella base dati

The status of the DM in the database. It can change
status in the following order:
e L. Processing

e V:Valid
e P: Published
Operations available
Action Description Page name
Ricerca Runs a search with criteria put in place and Same
displays the DM list or list of Non-DM products
that match the same criteria
Reset Clears the search criteria previously put in place | Same
Salva Saves the actions carried out by the user GesDmNecessariL ista
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Page Name: GesDMNecessariModifica

This page allows the user to view the details of a linked DM, by stating its principle
data. From that page the data which stipulates the exclusiveness or otherwise of the
association can be edited.

Home > Dispositivi Medici di Classe I,11a/b,II1 = Dispositivo Medice {DM) = Eventusli sltn DM necesssri & 2
funzionamento

Modifica esclusivita per il funzionamento

Fabbricante: BRISTOL
Tipo DM: DISPOSITIVO
Codice attribuito dal fabbricante (identificativo OMPOZM
catalogo):
Nome commerciale € modello : DISPOSITIVO MEDICO DI PROVA 2 MANDATARIO
Progressivo di sistema attribuito al DM: 1833

Uso esclusive/Uso non esclusivo: | Uzo non ssclusive » |

Motivo dell’esclusivita: |

List Detail Fields

Field Name Description
Fabbricante The name of the Manufacturer of the DM
Codice attribuito dal Specific code attributed to the DM by the
fabbricante (identicativo manufacturing company
catalogo)
Nome commerciale e The name of the DM as given by the manufacturer
modello
Uso esclusivo /Uso non Indicates if the DM to be linked, has an exclusive
esclusivo use, regarding the “Parent ” DM
Motivo dell’esclusivita Reason for its exclusiveness
This field cannot be edited

Operations available

Action Description Page name
Salva Saves the actions carried out by the user GesDmNecessarilL ista
Annulla Cancels the changes GesDmNecessariL.ista

2.3.1.9 DM Editing
The edit feature of a DM in “In lavorazione” phase, can be activated upon the
selection, from the DM list, of the device, whose information the user intends to edit
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by clicking in the “Modifica” button. Following the completion of these actions, the
general data page appears on which the side menu displays menu options which open
the data page of each DM, in editable mode, in order to insert/edit the DM.

For the description of the data pages, see parg.4.1.3.1

2.3.1.10 View DM Data
The detailed information of a DM can be viewed by the following types of users:
1. Fab/Man/RIC/SD users, as regards their own inserted DM
2. DGFDM users, as regards all DM that are have the “validato” or
“publicato” status

In order to view the data of a DM, both types of user must proceed as follows:

1. Run the DM search (by clicking on “Dispositivo Medico (DM)” in the
menu, insert the search criteria by clicking on the “Ricerca” button), in
order to select the desired DM
Click the “Visualizza” button to access the “Dati Generali” of the DM
3. Select the menu option corresponding to the specific information of the

DM (Specifications data sheet, Documentation, sales data, System and
Kit composition (Art2. should the medical device be a system or a kit)
therefore accessing the DM data pages one by one in order to consult
the information.

N

2.3.1.10.1 DM data page for consultation purposes of its
details.

The data pages of a DM in read-only mode can be accessed by all users of the system
and allows them to consult the information details of the DM selected on the “Pagina
Lista DM” page.

The data pages are:

General Data Page

Specifications Page

Documentation Page

commercial data Page

System and Kit Composition (Para.3 Art.12)
Possible other DM necessary for its functionality

SourwdE
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2.3.1.10.1.1 General Data

Dispositivo medico (DM) Pagina

s

|  ListaDM

EAl

Yigualizza

b

Dati generali Pagina Dati

-

,"1 Generali

Page Name: PaginaDatiGenerali

This page allows the user to view the general data of a DM. The general data of a DM
are subdivided in four areas:

General data

Data concerning classifications
Data concerning certifications
Links with other DM

In the “Legami con altri DM” box the “Eventuali altri DM necessari per il
funzionamento” link allows the user to access the page with he list of other possible
DM required for the functionality of the “Parent” DM.
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Home > Dispositivi Medici di Classe 1,11a/b,111 > Dispositivoe Medico (DM) = Dati Generali 7

Modifica Dati Generali

Dati Generali

*Tipo DM: IDISPOSITIVO vl

ISENSORMEDICS 32008 TRAMITE BnTCHﬂ

=

*Nome commerciale e modello:

Per indicare gli ulterior nomi cornmerciali & necessario procedere come segue:

1) cliccare sul pulsante "Aggiungi”

2) digitare il nome commerciale aggiuntivo

3) 1l salvataggio degli ulteriort nomi commerciali sulla base dati avverra contestulamente
al salvataggio delle altre informazioni cliccando sul pulsante "Salva".

Ulteriori Nomi commerciali del DM

MOME 1 ﬂ ~

Aggiungi | Elimina |

*Codice attribuito dal fabbricante (identificativo
catalogo):
Regolamento recante norme per le prestazioni di
assistenza protesica erogabili nell’ambito del ﬂ
Servizio Sanitario Nazionale: Modalita di =} Cerca
Erogazione e Tariffe:

*Ruolo dell'utente che ha inserito il DM: [RESPONSABILE DELL'IMMISSIONE IN COMMERCIC x|

|AnAAAAIL

|AZIENDA FARMACEUTICA 8.P.A,
Dettaglio

|SMITH & NERHEW

Cerca Dettaglio

IF\ZIENDA FARMACEUTICA 5.P.A,
Cerca Dettaglio

Azienda che ha inserito il DM:

*Fabbricante:

Mandatario:

Responsabile dell'immissione in cnmmercin:l :
Cerca Dettaglio

Progressivo di sistema attribuito al DM: |3u?5

Classificazione

*Classificazione CND: |CD“ o :::t Cerca

30861 - 2/3 PART DIFFERENTIAL BLOOD &
¥ Cerca

E -
Nemenclatore GMDN completo: |CELL COUNTER 354730 6 NOT FOR
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Certificazioni

*Classificazione CE {D.L.vo 46597
attuazione Dir.CE 93/42; D.L.vo 507/92; | Classe I1a =1
attuazione Dir.CE 90/385):

Allegati secondo cui & stato certificato il

dispositivo: Allegato 11

Allegato 111

< 71

hllegato TV
allegato WV

allegato VI

1M

allegato VII

| N® certificato
| della marcatura
| CE

| Estremi delle norme |
armonizzate |
Data Scadenza Organismo Notificato ZC:JT#]:I?:z?oen:E?I:!? imr:‘gwa
Certificato Codice-Nome Shcunienbn ;32!‘2003
eventualmente |
applicate
0434 - DET NORSKE | |
VERITAS REGION NORGE| Mo
......................................... BSIDNVRNE . op 0
0434 - DET NORSKE | ;
01/ 01/ zoo1 VERITAS REGION MORGE| | o
AS (DNV RN} | !

legame con aftri OM

funzionamento.

1l DM, per svolgere la sua funzione, necessita di altri DM:  gj &  po

In caso di risposta afferrnativa, indicare gh altri DM tramite la funzionalitd Eventuali altn OM necessar per il

General DM data Detail Fields

Field Name

Description

Tipo DM

Indicate the class of Medical device. The following are types of
DM:

e Device
e System
e Kit

Nome commerciale e
modello

Name of DM as given by the Manufacturer

Ulteriori Nomi
commercali del DM

List of alternative commercial names that the DM has been called

Codice attribuito dal
fabbricante
(identicativo catalogo)
da/a

Product code assigned to the DM by the Manufacturer.

Nomenclature
Tariffario vigente

Name of DM according to the nomenclature charges in force
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Ruolo dell’utente
rispetto al DM

Indicates the role carried out by the user with respect to the DM.
The user can adopt the following roles:

- Manufacturer

- Mandate Holder

- Marketing Director

- Other individual delegated by the Manufacturer

Fabb./Man./Resp.l
mm.Comm./Altr.S
0gg.Del.Fabbr.:

Indicates the Manufacturing company/Mandate Holder/Marketing
Director/Other individual from the Manufacturer of the DM

Fabbricante

Name of the Manufacturer of the DM.

Progressivo di sistema
attribuito al DM

Consecutive invoice number attributed to the DM by the system.
If /R appears next to the consecutive number assigned to the DM by
the system, it means that the DM has been registered on the index

Classifications

Nomenclatore GMDN
completo

Indicates the classification according to the GMDN(Global Medical
Device Nomenclature) of the DM.

Classificazione CND

Indication of the National classification of the DM.

Certifications

Classificazione CE
(D.L.vo 46/97
attuazione Dir. CE
93/42; D.L.vo 517/92;
attuazione Dir. CE
90/385

Indication of the EC classification of the DM. The EC classification
can adopt the following principles:

- Class | with measurement functions

- Class I non sterile and or measurement functions

- Class | sterile

- Class | sterile with measurement functions

- Class lla

- Class llb

- Class 111

- Active implant devices

Allegati secondo cui &
stato marcato il
dispositivo

Indication of the attachments according to which the device has been
marked.

N Certificato della
marcatura CE

Identification number of the EC stamp

Data Scadenza
Certificate

Expiry date of Certificate

Organismo Notificato
- Nome

Indication of the code and name of the organisation notified.

Estremi delle norme
armonizzate comunitarie
e delle norme nazionali
di recepimento
eventualmente applicate

Indication of the Essential details of the National and Community
norms acknowledged during the fabrication of the DM

Direttiva CE 32/2003

States whether or not the certificate should be issued in compliance
with EC Directive 32/2003

Links to other DM

I1 DM, per svolgere li
sua funzione, necessita
di altri DM

Indicates whether or not the DM requires other DM for it’s
fuctionality.
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Operations available: None

2.3.1.10.1.2 Specifications Data Sheet

Meni Scheda Techica PaginaSch
edalecnica

Visualizza tessuti

LookUpTes
suti

Page Name: Specifications Data Sheet

This page allows users to view the technical data of a DM. The data on a DM
specifications Data Sheet are subdivided in the following areas:
e General technical characteristics
e Sterilisation date
e Material that the DM is made up of that come in direct contact
with the Patient. (Each material is marked as to whether or not
specific disposal is required)
e Biological tissues or substances of animal origin(not vital)
Data. (The family of origin, original condition, the part utilised,
the presence or otherwise of documentation associate with the
tissue are all specified.
e Presence of medicinal products (the code name of each active
ingredient is stated)
e Primary packaging of DM (with the list of materials that form
it)
e Directions for use
In the upper section of the page, the principle data of the DM are displayed as well as

the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.
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Homaa = Clepac iy Mo dici gl dageg LHare ] = sleo kg diog 100 = Bcheda Tamica 7

¥isuakzzaziens Scheds Tocnma

Tipo Tispositivo Medice: DISPOSITIVG

________!.!I:BI'IDI‘I moml cammereiall del Dr
f HeRIE 1

Mome Commerciale i mod elle; HOME FROVE
Cadice attribalta dal fobbricamte {identificative
ratogoy o HCER

Fabbricamte: IOHNSON & I0HNS 0N MEDICAL 5.5 4.
Progressivo i sistema attribuito o B8 2720
Dt s b ded Dusogadios Medico

CARESEIY

Destinaziene d° wse ai sensi del Dlgs 46757 :|

Hisura fave applicabile): |

Trdicare | pabamati rrisurabill atbosioents ubiizesth 2 presenti nei catsboghi comenerciall oon le rlaties units” o
s

Dati di sterihizzazione

"El.urllc:. 5 =1

£ Fetodi di 1
| : 3 rinne | O alten
| metodid oeeada e !
| sterlizaazions b ublieaegmesty ¥ ek seconilo e |
| ! e sterieznzione |
| i | armomesaty |

ateriaif costitue atl i Bt o diretio
contatta con Jf Paziemte
Condizinm |
Matariale cpaciall o
smaltiments
.................. il st el bt

*Latew frees [0 2] File da allegare sloga
E-mail faite wab

11 pradokis pus e eoi dell'etichelia Labus frum. ze in nesxuns faoe @ sdatn o crkabio o molecsle dal
Fartal prodobi socenm sllegers il docume ks mlabies alla cetfoazions cprurs indizsn |indrizzo s-maifshks usb
a ad fichladerdo

bty eSS alogicr o sostanae ot
aragime animele (ron vitalt]

“Presenza TessutifSostance [+

Elenco degh tessubi amimali mek prE il
| Gtatadi | Pade utilrrats deikessuli- | Peesenzs |
| provenienza Snstanza (documenti

e m

ramiglis o) appartenenza

Frovoara Aedicimel
=Presenzn Hodicinelis [ 2]

" medicinali o costibumpti di | 7 medicinali o costitusnti di

T medicinali (reciiei ferfrat !
- medicingle derivale da sangue | medicinale derivate de plasme
da sangus o plasme umano} : i ST

Frici ik AtEivi

P i disposiin e dic oormenent redionadi selationa i prncpio e

Comforromarments praaro ded G50

* 1 eaateriali prevalent costituents i
confezienamente primario del D necessitanc di | -|
Ll speciali di

Fer i sall oM sterl

o da stecilizzare Maleriali |
+ et ali
provalonti del | CARTE !

T

Aol o 'co

‘Hnmum:im
d =]

rnddaiits i palizia fdisinfezinme:

maro di | Dexcoizoe alien |

f i
| Mokadi dimsteiliezazione | UGRRTEL

DM Specifications Data Fields

Field Name | Description

General technical characteristics

Descrizione | Description of the general technical characteristics of the DM
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Destinazione d’uso
ai sensi
delD.Lgs.46/97

Intended use In accordance with the D.Lgs.46/97

Misura (ove
applicabile)

Indication of the measurable criteria actually used and present in
commercial catalogues with the corresponding unit of measurement of
the DM

Sterilisation data

Sterile

Indication of whether or not the DM is sterile

Metodo di
sterilizzazione

Method used to sterilise the DM.
This field is required if the “Sterile” field is marked “Si”

Specify if another
Metodo di
sterilizzazione is
used

Description of the sterilisation method if it is not already present on the
loaded list previously.

This field is required if the “Metodo di sterilizzazione” field is marked
“Altro”

Metodo di
sterilizzazione
validato secondo

The method of sterilisation can be validated:

- according to the harmonised norms

- other.

This field is required if the “Sterile” field is marked “Si”

Periodo massimo di
utilizzo

Maximum length of use of the DM.
This field is required if the “Sterile” field is marked “Si”

Material contained

in the DM that comes in direct contact with the Patient

Latex free

Indication as to whether or not the DM contains latex.

Fila da allegare

File containing the Latex free certification.

E-mail/Sito web

Indication of email or web site where the Latex free certificate can be
requested.

Data of biological tissue or substances of animal origin (not vital)

Presenza
Tessuti/Sostanze

Indication of whether or not the DM contains Biological tissue/animal
substances

Medicinal products Present

Presenza
Medicinali

Indication as to whether or not the DM contains medicinal products

Medicinali (esclusi
derivati da sangue
0 plasma umano)

Indicates if there are medicines present in the DM (excluding those
derived from blood or human plasma).

Medicinali o
cosituenti di
medicinale derivati
da sangue umano

Indicates if there are medicines present in the DM derived from human
blood).

Medicinali o
cosituenti di
medicinale derivati
da plasma umano

Indicates if there are medicines present in the DM derived from human
plasma).

Primary packaging

of the DM

Prevalent material
making up the
primary packaging
of the DM that

require specific

Indicates if the primary packaging of the DM must be disposed of in a
specific manner
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disposal |

Directions for use

Monouso

Indicates whether or not the DM is disposable

Metodo di
re-sterilisation

Method used to re-sterilise the DM.
This field is required if in the “Monouso” field it was marked “No”

Specify existing
alternative Metodo
di re-sterilisation

Description of method of re-sterilisation if it is not found on the
previously loaded list.
This field is required if in the “Metodo di Re-sterilizzazione” field it
was marked “Other”

Modalita di Method used to clean/disinfect the DM.

pulizia/disinfezione | This field is required if in the “Monouso” field it was marked “No”
Numero di Maximum number of times it is permitted to sterilise a DM.
sterilizzazione This field is required if in the “Monouso” field it was marked “No”
consentite(ove

stabilito)

Operations available

Action Description Page name
Visualizza | Grants the user access to a window where he can LookUpTessuti
tessuti view the detailed information of each biological

tissue/animal substance associated with the DM
Page Name: LookUpTessuti

This page allows the user to view the data on each biological tissue/animal substance
associated with the DM. In particular, this window permits the user to download or
view a link to a site where the information of each tissue/substance can be found

regarding:

e The origin of the tissue — substance
e The treatment and deactivation methods
e Other documentation provided by the Health Authority

Famigha di apparbanonsa

Seate di Parte wiiiterete ded tosyun -

provenienza bestanza
BOVIRS ITRLIR SPESSI CUTANET
Sebeivne |
2 Stato di i
Famighn di appartenenza ik Parte tilizzata de| ssuRl
fEcie i = =
ARra Tamighis:
Bt . it b
i i
Do wmewti;
Pisponibilita deg
rrispaniiiich det doc. seila y v i f
= doc. sui metodi di Bmpanibilits dei doc ST
provenienza del tessuto rirrpp Y m e
sastania [~

AacumanTasina . et

inattivariens |

LookUpTessuti Detail Fields

| Field Name

| Description
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Famiglia di appartenenza

Family of origin of the biological tissue/animal substance
contained in the DM

Altra Famiglia

Description of the family of origin of the biological
tissue/animal substance contained in the DM

This field is required if the corresponding “Famiglia di
Appartenenza” was indicated as “Altro

Stato di provenienza

Original condition of the biological tissue/animal
substance

Parte utilizzata dei tessuti

Parts of tissue used in DM

Altra parte utilizzata

Description of the parts of the biological tissue/animal
substance used in the DM

This field is required if the corresponding “parte
utilizzata dei tessuti” was marked “Altro”

Disponibilita dei doc. sulla
provenienza del tessuto —
sostanza

Indication of the presence of documentation on the
origin of the tissue — substance

Fila da allegare (in riferimento
al campo“Disponibilta de doc.

Sulla provenienza del tessuto —
sostanza”)

File containing the documentation on the origin of the
tissue — substance.

Indirizzo e-mail/sito web (in
riferimento al campo
“Disponibilta dei doc. Sulla
provenienza del tessuto —
sostanza”)

Email address/Web site from which the origin of the
tissue — substance can be traced.

Disponibilita dei doc. sui
metodi di trattamento e
inattivazione

Indication of the presence of documentation on methods
of treatment and deactivation

Fila da allegare (in riferimento
al campo“Disponibilta dei doc.
sui metodi di trattamento e
inattivazione” )

File containing the documentation on methods of
treatment and deactivation.

Indirizzo e-mail/sito web (in
riferimento al
campo“Disponibilita dei doc.
sui metodi di trattamento e
inattivazione”

Email address/web site where the documentation on
methods of treatment and deactivation can be found.

Disponibilita dei doc. delle
Autorita Sanitarie

Indicates the presence of documentation provided by the
Health authority regarding the tissues/substances
selected.

Fila da allegare (in riferimento

al campo“Disponibilita dei doc.

delle Autorita Sanitarie”)

File containing the documentation provided by the
Health authority regarding the tissues/substances
selected.

Indirizzo e-mail/sito web (in
riferimento al
campo*“Disponibilita dei doc.
delle Autorita Sanitarie”)

Email address/web site where the documentation
provided by the health authority regarding the
tissue/substance selected can be found

Operations available
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Action Description Page Name
Visualizza | Displays a box in which the user can view information | Same
regarding biological tissue/animal substance selected.

Chiudi Closes the window Scheda
Tecnica

2.3.1.10.1.3 Documentation

Ment | Documentazione [ Documenta
zioneDM

Page Name: DM Documentation

This page allows the user to view the documentation attached to a DM ad therefore to

download the files attached.

In the upper part of the page, the principle data of the DM are displayed as well as the
“Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.
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Home > Dispositivi Medici di Classe I,1Ia/b,III > Dispositivo Medico {DM) > Documentazione 7

Documentazione

Tipo Dispositive Medico: DISPOSITIVO
Home commerciale e modello: MAX

Codice attribuito dal fabbricante (identificative Lid
catalogo):

Fabbricante: BAYER
Progressivo di sistema attribuito al DM: 1734

Dati Generali del Dispositivo Medico

Selezionare il file da allegare oppure indicare il link remoto al documento o Uindirizzo email cui
richiederlo

. Documento File da allegare Link éfrl.:l;:liilrizzn
* Etichetta | {MoculoC.paf __A’-_‘-;E_r_ij
* Istruzioni per l'uso .
* Immagine del DM | [MoculoC.paf -"*-Fr"i
* Scheda tecnica del DM: (Schema di
funzionamento futilizzo, manutenzione,
conservazione e manipolazione del
dispositivo, precauzioni di utilizzo,
controindicazioni e iterazioni, eventuale
tossicita dichiarata, modalita di trasposrto e
smaltimento)
* Bibliografia scientifica di supporto
all’evidenza clinica delle prestazioni e della
sicurezza
Il formato dei file da zllegare deve essere POF
Documentation Detail Fields
Field Name Description
Etichetta File containing the label of the DM.
Istruzioni per I’uso File containing the direction for use of the DM
Immagine del DM File containing the image of the DM. Not obligatory.
Scheda tecnica del DM: The file containing the specifications of the DM or
(Schema di alternatively, a link to the site where the same
funzionamento/utilizzo, information may be found.
manutenzione,

conservazione e
manipolazione del
dispositivo, precauzioni di
utilizzo, controindicazioni e
iterazioni, tossicita
dichiarata, modalita di
trasporto e smaltimento)
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Bibliografia scientifica di | File containing the Scientific bibliography, supporting
supporto all’evidenza the clinical evidence of the effectiveness and the safety of
clinica delle prestazioni e |the DM or alternatively a link to a site where the same
della sicurezza information may be found

Operations available

Action Description Page Name
Apri Allows the user to download the attached document

2.3.1.10.1.4 Commercial Data

Menil Dati Comrmerciali [ DatiComm '
ercialiDi

Page Name: DatiCommercialiDM

This page allows the user to insert/edit the commercial data of a DM. The commercial

data of a DM are subdivided into two areas.
e Current data of the DM
e Annual sales details of the DM

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the

general data of the DM.
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Home > Dispositivi Medici di Classe 1,IIa/b,III > Dispositivo Medico (DM) > Dati Commerciali

Visualizzazione Dati Commerciali

Tipo Dispositive Medico:
Nome commerciale e modello:
Codice attribuito dal fabbricante (identificativo

SISTEMA
DISPOSITVO MEDICO

catalogo): s

Fabbricante: MEDICALFACTORY

Progressivo di sistema attribuito al DM: 1834

Dati Generali del Gispositivo Medico

Dati attuali

DM oggetto di fornitura alle strutture dell’SSN:

Prezzo unitario di listino del singolo dispositivo | T s

senza IVA: | *2 70 YeIVA: |16

Presenza del codice a barre: |

Gli importi sono espressi in Euro

Dati di vendita del DM

_ o £ i
A'mo_d'gﬂ° pezzi venduti : : N°pezzi venduti _ :
wvendita | Tipo di dato al restante Tipo di dato
| al SSN
del DM | mercato
2008 | §~~'-‘-~ effettivo 1 stimato | jrzai effettive * ctimato
2005 | 21313 effettive © stimato j213123 effettive {7 stimato
Dar SO 2 intende: Aziende Sanitarie Lecsli, Azignds Oszpedalisre, Strutture subblishe & private scoraditate

Commercial data Fields

Field Name

| Description

Current data

DM oggetto di
fornitura alle
strutture dell’SSN

Indication whether or not the DM is destined to be used by the SSN

Prezzo unitario di
listino del singolo
dispositivo senza
IVA

Unit sale price of a DM excluding tax

%IVA

Indication of the IVVA applied to the DM

Presenza del codice
a barre

Indication as to whether or not the DM bears a barcode

DM Sales data

Anno di vendita del
DM

Indication of the year the DM was sold

N° pezzi venduti al
SNN

Indication of the number of pieces sold to the National Health Service.

Tipo di dato

Indication of the type of data (No. of pieces sold to the SSN) either
estimated or exact
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N° pezzi venduti al | Indication of the number of DM pieces old (excluding pieces sold to the

restante mercato SSN).
Tipo di dato Indication of the type of data (No. of pieces sold to the rest of the

market) either estimated or exact

Operations available:None
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2.3.1.10.1.5 Systems and Kit contents (Para.3 Art.12)

Composizione di sisterni o kit (c.3 Art.12)

Menl | Qes[__‘,qrm!azianeﬁkn i
| icolilisVisinsMod

Page Name: GesCorrelazioneArticoliLisVisinsMod

This page allows the user to view the list of components of a system or kit in
accordance with Para.3 Art.12. The components of a system or kit according to Para.3
Art.12, can be 3 types:

e CE marked DM

e Non -CE marked DM

e Non -DM articles

The commercial name of every system or kit component has a corresponding link
which opens a window where the principle information of the selected component are
synthesised.

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.
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Home > Dispositivi Medici di Classe I,11a/b,III > Dispositivo Medico (DM) > Composizione di sistemi o kit (c.3 ?

Ak 12

Composizione di sistemi o kit (c.3 Art.12)

Tipo Dispositive Medico: KIT

Nome commerciale e modello: KIT 3
Codice attribuito dal fabbricante (identificativo -

catalogo): ~°°

Fabbricante: BAYER

Progressivo di sistema attribuito al DM; 1738

Diati Genarali dal Dispesitive Madics

Componenti Sistema o Kit

Nome commerciale Fabbricante/ Titolare | i Tipo Prodotto aale nP:i Seleziona
| Pezzi | repertorio
MAXSSS ELEKTA S.p.A. ! i DM W 2
Pagina ldi i

Tipe del Prodotto: NCE=DM NON MARCATC CE PMC=PRESIDIC MEDICO CHIRURGICO SPM=SPECIALITA MEDICINALE

ALT=ALTRO

Seleziona: Cliccare su uno dei quadratini in corrispondenza del componente o dei componenti presenti nella lista a

seconda delle operazioni.

Component list Detail Fields

Field Name

Description

Nome Commerciale

Commercial name of the component. The commercial name has a
corresponding link which opens a window where the detailed
information of the selected component.

Fabbricante/Titolare

Indication of the Manufacturer/Title holder of the component.

Numero pezzi

Indication of the number of pieces of the component the system or kit
requires.

Tipo prodotto

Indication of the component type. The following types are possible:
- DM (Medical Device)
- NCE (Non-CE marked DM)
- PMC (Medical and surgical aids)
- SM Medicines
- ALT (Other Non-DM type of Article)

Stato nella base dati

The status of the DM in the database. The status can be changed in
the following order:

e L: Processing

e V:Valid

e P: Published
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Operations available: None

2.3.1.10.1.6  Other possible DM required for its functionality

W Eventuali altri DM necessari al funzionamento (m
essarilista

Page Name: GesDMnecessarilista

This page allows the user to view the list of DM required for the functionality of a
“Parent” DM.

In the upper section of the page, the principle data of the DM are displayed as well as
the “Dati Generali del Dipositivo Medico” link which opens the page containing the
general data of the DM.

In correspondence to the “Nome commerciale e modello” of each correlated DM,
there is a link which allows the user to view the general data of the respective DM
selected.
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Ministry for Health

Home > Dispositivi Medici di Classe I,I1Ia/b,I1I > Dispositivo Medico (DM) > Eventuali altri DM necessan al ?
funzionamento

Elenco Eventuali altri DM necessari al funzionamento

Tipo Dispositivo Medico: KIT
Nome commerciale & modello: KIT 5

Codice attribuito dal fabbricante (identificative ---
catalogo):

Fabbricante: SAYER
Progressivo di sistema attribuito al DM: 1738

Dati Generall del Dispositivo Medico

Codice s |
Fabbri i aftt:: "!'to |:al Nome_ i esclusivo/ Motivo Stato nel S lezi
Ao R e e Taa nan dell'esclusivita repertorio/=" - -'ona
({identificativo, e modello i 1
esclusivo |
catalogo)
. ANGEL NOME
ET medical devices o B : i —
Sp.A a3 C-:-MH E SRt sdxsds W |
ESAQTE SPA 558667 heg o FFiciC L o
ezclusiva

Pagina 1 di 1

Tale funzionslitd consente di collegare dispositivi medic tra di loro.
E' possibile selezionare | DM necessari tra quelli che sono stati preventivamente inseriti; se | DM si riferiscons ad st

fabbricanti/ mandatari/resp. imm. In comm. sono selezionabili solo | DM validati o ¢

Far ciascuno dei dizpositivi naceszari viena richiesto di indicare se & l'unico utilizzabile ("uzo esclusive") o meno ("uso
non esclusive’) per un determinate scopo.

Il DM corrente pud essere validato se | DM necessari al suc funzicnamento sono stati validati,

Seleziona: Cliccare su uno dei quadratini in corrispondenza del compenente o dei componenti presenti nella lista a
seconda delle cperazioni.

DM required Detail Fields

Field Name

Description

Fabbricante

Manufacturer of the DM required

Codice attribuito dal
fabbricante (identicativo
catalogo)

The code attributed by the manufacturer to the DM
required

Nome commerciale e
modello

The commercial name of the DM required

Uso esclusivo /Uso non
esclusivo

Indicates if the DM to be linked, has an exclusive
use regarding the “Parent” DM

Motivo dell’esclusivita

Reason for its exclusiveness

Stato nella base dati

Status of he DM in the database. This status can be
changed in the following order:

e L:inprogress

e V:Valid
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| e P:Published |

Operations available: None

2.3.2 Menu option “Sistemi o kit assemblati (c.2 Art.12)”

Screen flowchart:

LisiaAssembiat

Assembia
Elimanz ouaial

DitAseemila

olnshiz \isualizz

Agglung!

mponent

2.3.2.1 Assembled device search
After selecting “Gestione assemblati” from the menu, a page appears that allows the
user to put criteria in place, to run a search of the assembled systems or Kits,

according to Para.3 Art 12. To run the search of the assembled devices, it is necessary
to enter at least one search parameter.

If the user uses the “Tipo” as a search parameter, choosing between “Sistema” or
“Kit”, the page refreshes displaying another search margin “Tipo Assemblato”.
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Home = Dispositivi Medici di Classe I,I11a/b,III > Sistemi o Kit Assemblati (.2 Art.12)

Ricerca Sistemi o Kit Assemblati {c.2 Art.12)

Criteri di Ricerca |

Progressivo di sistema attribuito |

all'assemblato:

Assemhlature:l

Tipu:l vI

Codice attribuito dall’assemblatore da:l
(identificativo catalogo):

a: |

Nome commerciale e mudellu:l

Stato: | ;l

Ruolo dell’utente rispettul =

all'Assemblato:

Ricerca I

Nuowa Ricerca | Inserisci I Gestione Prodott I

Search Detail Fields

Field Name

Description

Progressivo di
sistema attribuito
all’assemblato

Option to serch an Assembled device by its identification number assigned
by the system during registration into the database.

Assemblatore

Option to specify the name (or the beginning) of the Assembler

Tipo

Type of Assembled device. The user has the option to choose
between two types:

e System

o Kit

Codice attribuito
dall’ assemblatore
(identificativo
catalogo) da/a

A range of codes which includes the product code assigned to the
assembled system or kit by the assembler.

Nome
commerciale e
modello

Option to specify the commercial name (or beginning) of the
system or kit given by the assembler

Assembled Tipo

The list contains the types of assembled devices. It varies based n
the choice made in the corresponding “Tipo” field. Therefore, two
distinct types of system and Kits exist.

Stato

Option to serch an Assembled device by its current status into the system
(“In lavorazione”, “Consolidato”, “Validato”, “Pubblicato”).

Ruolo dell’utente
rispetto
all’Assemblato

Option to serach an Assembled device by the role carried out by the user
with respect to it (“Assemblatore”, “Mandatario”, “Responsabile
dellimmissione in commercio”, “Altro soggetto delegato dal fabbricante”)

Operations available

| Action

| Description

| Page name \
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Ricerca Runs a search with criteria entered and displays | ListaAssemblati
the assembled system or kit that match that

criteria.

Reset Clears the search criteria previously put in Same
place

Inserisci Grants access to the systems and kits data entry | DetAssemblatolnsMod
page

Gestione | Opens a window where the user has the option | LookUpRicercaProdotti
Prodotti to manage (insert, edit, delete, view) Non-DM
articles; type “Altro”

2.3.2.2 Assembled device list

This page allows the user to view the list of assembled system and kits based on the
search criteria entered.
The following information is available on each system and kit:

Identification number assigned to the Assembled device by the system
Assembler

Identification code given by the assembler (identification catalogue)
Commercial name and model of the assembled device

Type of assembled device

Status in the database

The list of assembled devices changes depending on the criteria stipulated as well as
the user connected:

a Manufacturer/mandate holder/marketing director user, only sees the
assembled devices which he inserted, regardless of their status in the database; on this
page the following actions can be carried out:

Run new search

Insert a new assembled device

Edit an assembled device in the “In lavorazione” stage
Delete an assembled device in the “In lavorazione” stage
Insert the off-market date of a “Validato” or “Pubblicato”
assembled device.

e Validate an assembled device

e Register the assembled device on the index
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Home > Dispositivi Medici di Classe I,1Ia/b,III > Sisterni o Kit Assermblati [c.2 Art12) 7
Ricerca Sistemi o Kit Assemblati {c.2 Art.12)
Criteri di Ricerca
Progressivo di sistema attrihuitul
all’assemblato:
Assemhlatnre:l
Tipo: I SISTEMA - I
Codice attribuito dall'assemblatore da: |
(identificativo catalogo): . |
Nome commerciale e mudelln:l
Statu:l =1
Ruolo dell'utente rispetto all'Assemblato: | =1
Tipo Assemblato: | =1
Ricerca I Nuowa ricerca I
PI‘DEiI;Etf;:_:-;D & dcaﬁﬂ{acseszggﬁa::::e Home Tipo Stato del SEELizionE
et Assemblatore : 7 i commerciale % fow nel Seleziona
attribuito (identificativo Assemblato |Dispositivo .
f e modello repertorio
all’assemblato catalogo)
SISTEMA DI SISTEMI PER
e DATER Bt PROWA RADIOLOGIA 2 i i
MOME SISTEMI PER
AL SRHAER HESEE COMMERCIALE | ODOMTOIATRIA & & -
Pagina 1 dil

Stato del Dispositivo: L=IN LAVORAZIONE C=CONSOLIDATO W=YALIDATD P=PUBBLICATO

Seleziona: Cliccare su uno
delle operazioni.

dei quadratini in corrispondenza del componente o dei componenti presenti nella lista a seconda

Fime Immissione in Comnenrcio I Iscrizione nel Repertorio I

Inserisci I Modifica I Cancella l
¥alidazione I Lon=olida | Dettagliio I Gestione Prodott
Search Detail Fields
Field Name Description

Progressivo di
sistema attribuito
all’assemblato

Option to serch an Assembled device by its identification
number assigned by the system during registration into the
database.

Assemblatore

Option to specify the name (or the beginning) of the Assembler

Tipo

Type of Assembled device. The user has the option to choose
between two types:

System

Kit

Codice attribuito
dall’ assemblatore
(identificativo
catalogo) da/a

Range of codes which includes the product code assigned to the
assembled system or kit by the assembler.

Nome Option to specify the commercial name (or beginning) of the
commerciale e system or kit the assembler has given
modello
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Assembled Tipo

Such search criteria are visible only after having set out the
“Tipo” field.

The list contains the types of assembled devices. It varies based
on the choice made in the corresponding “Tipo” field.
Therefore, distinct types of system and Kits exist.

Stato

Option to serch an Assembled device by its current status into
the system (“In lavorazione”, “Consolidato”, “Validato”,
“Pubblicato”).

Ruolo dell’utente
rispetto
all’ Assemblato

Option to serach an Assembled device by the role carried out by
the user with respect to it (“Assemblatore”, “Mandatario”,
“Responsabile dell’ immissione in commercio”, “Altro soggetto
delegato dal fabbricante™)

Assembled Devices List Detail Fields

Field Name

Description

Progressivo di
sistema attribuito
all’assemblato

Identification number assigned to the Assembled device by the
system during its registration into the database.

Assemblatore

Name of the Assembler

Codice attribuito
dall’ assemblatore
(identificativo
catalogo) da/a

Product code assigned to the assembled system or kit by the
assembler (catalogue identification number).

Nome commerciale
e modello

Commercial name of the system or kit the assembler has given

Assembled device
Tipo

Indication of the type of assembled device

Stato nella base dati

change in the following order:
e L:Processing

e V:Valid
e P: Published
Operations available
Action Description Page name
Ricerca Runs a search with criteria entered and displays the Same
list of assembled systems or Kits that match that
criteria.
Reset Clears the search criteria previously put in place Same
Inserisci Grants the user access to the insertion page of the DetAssemblatolnsMod
assembled systems and Kits. (Only visible by
“FABBRICANTEDM” users)
Modifica Allows the user to access the data page of the DetAssemblatolnsMod
assembled system or kit selected in order to edit its
details
Cancella Allows user to delete the system or kit, “In Same
lavorazione”, selected
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Validazione

Activates the signature page through which the user
has the option to validate one or more system or kit
in the “Consolidato” stage. (Only visible by
“FABBRICANTEDM?” users). Changing the status
of the system or kit does not occur simultaneously
with the “Validazione” action; it is necessary to wait
a few moments to verify the successful completion of
the process. Should any errors occur during the
validation, they will be reported on the activity list,
otherwise the system or kit selected will be marked
with a V symbol for “Validato

Valida

Fine
immissione
in
commercio

Grants access to the insertion page of the off-market
date of “Validato” or “Pubblicato” system or kit
selected. (Only visible by “FABBRICANTEDM”
users).

GesFinProd

Consolida

Allows the user to confirm a system or kit in “in
Lavorazione” status.

The “Consolida” action displays the page containing
the list of systems and kits in the approval phase,
specifying whether the process has been activated or
not. Should the process result negative, this will be
stated in the activity list, otherwise the state of the
system or Kit will change to C, that is “Consolidato”

Visualizza

Grants the user access to the data page of the system
or kit selected, in read-only mode

DetAssemblatoVis

Gestione
Prodotti

Opens a window where the user has the option to
manage (insert, edit, delete, view) Non-DM articles;
type “Altro”.

LookUpRicercaProdotti

2.3.2.3 DetAssemblatolnsMod

This page allows the Fab/Man/RIC/ASD user to insert/edit details concerning a

system or Kit.

In the insertion/editing phase of an assembled device two components must be added ,
one of which must be a DM
Corresponding with the “Nome commerciale e modello” field of each component of
the assembled device, a link is provided which allows users to view additional

information regarding the component selected.
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Home > Dispositivi Madici di Classe 1,11a/b, 111 > Sisterni o Kit Azzernblati (22 At 12) 7

Sistema o Kit Assemblato (c.2 Art.12)

i .
*Nome commerciale e modello: j

Ulteriori Nomi commerciali dell’assembalto |

Aggiungi | Elimina |

*Tipo: v;
*Codice attribuito dali'assemblatore |
(identificativo catalogo):

*Ruolo dell'utente rispetto all’Assemblato: | ASSEMELATORE [

] OM % 10 PLA
Azienda che ha inserito I"assemblato: |'0HN5_' AT Cdalure Ml oS Tl

Dettaglio

JOHNSON & JOHNSON MEDICAL S.P.A.
*Assemblatore: | = = =

Dettaglio Cerca

Mandatario: [

Dettaglio Cerca

Responsabile dell'immisione in commercio: |

Dettaglio Cerca

Componenti Sistema o Kit

Codice
Descrizione cumNn":g:'ziale: agglt:]:{'::t:“::l Fabbricante/ SN Stato nel Seleziona
Lo il Titolare Prodotto repertorio
e modello | {identificativo |
catalogoe} |

Seleziona: Cliccare su uno dei quadratini in corrispondenza del componente o dei componenti presenti nella lista a
seconda delle operazioni.

Assembled Device Data Fields

Field Name Description

Nome commerciale | Name of the system or kit the assembler has given
e modello

Alternative List of alternative commercial names that the DM has been called
Commercial name
for DM
Tipo Type of assembled device. The user can choose between two types
e System
e Kit

Codice attribuito Indication of product code assigned to the system or kit by the Assembler.
dall” assemblatore
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(identificativo

all’assemblato

catalogo)
Ruolo dell’utente Indicates the role carried out by the user with respect to the assembled
rispetto device. The user can adopt the following roles:

Assembler

Manufacturer

Mandate Holder

Marketing Director

e Other individual delegated by the Manufacturer

In the insertion phase, the Assembler is set to appear by default.

Fabb./Man./Resp.l
mm.Comm./Altr.S
0gg.Del.Fabbr.:

Indicates the Manufacturing company/Mandate Holder/Marketing
Director/Other individual from the Manufacturer of the DM

Assemblatore

Name of the assembler of the assembled system or kit.

If the user has selected the assembler role with respect to the assembled
device, the system automatically chooses the manufacturer entered by the
user in the “Gestione Dati Azienda” page, Should the user choose a role
other than assembler, he may select an assembler by clicking on the
“Cerca” link; a look-up will Open where the user has the option to select
the assembler desired.

Mandatario

Name of Mandate Holder of the assembled system or Kkit.

If the user has selected the role of Mandate holder, regarding the
assembled device, the system will automatically display the user’s
company, as Mandate holder as stipulated in the “Gestione Dati Azienda”
feature.

He can select the Mandate holder by clicking on the “Cerca” link; a look-
up will open where the user has the option to search for and select a
Mandate holder.

The mandate holder may be selected only if the assembled device is
legally registered in a non EU country.

Responsabile
dell’immissione in
commercio

Name of Marketing Director of the assembled system or kit.

If the user has selected the role of Marketing Director of the assembled
device, the system therefore selects the Marketing Director that has been
previously stipulated by the user in the “Gestione Dati Azienda” feature.
He can select the Marketing Director clicking on the “Cerca” link; a look-
up will open, where the user has the option to search for and select a
Marketing Director.

The Marketing Director may be selected only if the assembled device is
legally registered in a non -EU country.

Assembled Tipo

The list contains the types of assembled devices. They vary based on the
choice made in the corresponding “Tipo” field. Therefore, distinct types
of system and Kits exist.

Assembled Components List Data Field

Field Name

Description

Descrizione

Brief description of the component of the assembled device

Nome commerciale e
modello

Commercial name given to the component.
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Codice attribuito dall’ Indication of product code assigned to component.

assemblatore
(identificativo catalogo)

Fabbricante/Titolare

Tipo prodotto

e Classified Medical Device (DM)
e Medical and surgical aids (PMC)
e Medicines (SPM)

e Other (ALT)

Stato nella base dati This field is only given value if the component is a DM.

changed in the following order:
e L: Processing

e V:Valid
e P: Published
Operations available
Action Description Page name
Aggiungi Grants access to the search page of the RicercaComponenti
components, in order to add one to a
system or Kit
Cancella Allows user to delete the association Same
between selected components and an
assembled system or Kit
Salva Saves the operations carried out by the Same
user
Gestione Opens a window where the user has the LookUpRicercaProdotti
Prodotti option to manage (insert, edit, delete and
view)Non-DM items; type “Altro”

2.3.2.4 RicercaComponenti (DM)

This page allows the user to enter search criteria for the components. The user must

select whether he wants to search among DM or Non-DM items. Based on this choice,

the page will display differing search criteria. In this paragraph we will examine the
case in which the user intends to search among DM.

After having chosen between DM or Non-DM items, the user must enter an additional

search margin.
Detailed information concerning the system or kit which is being inserted or edited

are displayed.
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Home > Dispositivi Medici di Classe I,IIa/b,III = Sisterni o Kit Assemblati [c.2 At 12)

Composizione di sistemi o kit {c.3 Art.12)

Codice attribuito dall'assemblatore
(identificativo catalogo)

Ruolo dell'utente rispetto all'Assemblato: ASSEMBLATORE

Nome commerciale e modello: SISTEMA DI PROVA

Tipo: SISTEMA
" ASSOL

Assemblatore: BAYVER
Mandatario:

Responsabile dell'immissione in commercio:

Tipo Assemblato: SISTEMI PER RADIOLOGIA

Progressivo di sistema attribuito al DM: 463

Criteri di ricerca dei componenti |

Cerca tra: aRTICOLO NON DM © DM

Progressivo di sistema attribuito al DM:I

Tipo DM: | =
Fabbricante: |

Nome commerciale e modello: |

Codice attribuito dal fabbricante {identificativo da: I

catalogo): a:l

Classificazione END:l

j Cerca

Ricerca I Nuowva Hcerca | Dettaglic Assemblato I Gestione Prodoth I
DM data search Fields
Field Name Description
Cercatra The user must choose if he wants to search among

DM list or other products. Different search criteria
will be displayed depending on this choice

Progressivo di sistema
attribuito al DM

Option to serch a Medical device by its identification
number assigned by the system during registration
into the database.

Tipo DM

The user can choose between the following types of
DM:

e Device
e System
o Kit

Fabbricante

The user can insert the name (or part thereof) of the
Manufacturer of the DM
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Codice attribuito dal Option to indicate the range of codes which includes
fabbricante (identicativo the product code assigned to the DM by the
catalogo) da/a Manufacturer.

Nome commerciale e The DM’s name (or beginning of) given by the
modello manufacturer, can be indicated

Classificazione CND Indicates the national classification of the DM

To select a CND classification, click on the “Cerca”
link; a look-up will open from which it will be
possible to search for a CND classification by code
and description

Operations available

Action Description Page name
Ricerca Runs a search with criteria put in place | ListaComponenti
and displays the DM list that match the
same criteria

Reset Clears the search criteria previously put | Same
in place
Dettaglio Allows user to return to the data page of | DetAssemblatolnsMod.
Assemblato | the assembled device
Gestione Opens a window where the user has the | LookUpRicercaProdotti.
Prodotti option to manage (insert, edit, delete,
view) Non-DM items; type “Altro”

2.3.2.5 ListaComponenti (DM)

This page allows the user to view the list of DM (to add as components of the
assembled system or kit) coherent with the search criteria put in place.

Detailed information concerning the system or kit which is being inserted or edited
are displayed.
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Home > Dispositivi Medici di Classe I,I1a/b,III > Sistemi o

Compaosizione di sistemi o kit {c.3 Art.12)

kit Azzemblati (o2 AM12)

Nome commerciale e modello
Tipo

(identificativo catalogo)
Ruolo dell’utente rispetto all'Assemblato
Assemblatore

Tipo Assemblato

Codice attribuito dall'assemblatore

Mandatario:
Responsabile dell'immissione in commercio:

Progressivo di sistema attribuito al DM:

1 SISTEMA DI PROVA
: SISTEMA

* 45501

P ASSEMBLATORE
1 BAYER

1 SISTEMI PER RADIOLOGIA
463

Criteri di ricerca dei componenti

Cerca tra

Progressivo di sistema attribuito al DM
Tipo DM

Fabbricante

Nome commerciale e modello

catalogo)

Classificazione CND

Codice attribuito dal fabbricante (identificativo da: I

PARTICOLO NOM DM & DM &
:IDISPOSITI'-.-'O vI

: |SIRINGA MO

II Cerca

Ricerca I Muowa Hcerca
| Codice |
Nome | attribuito dal | R |
| commerciale e | fabbricante | Fabbricante SR Tipo DM Seleziona|
modello | {identificativo | P |
| catalogo) |
=le e
;&E}igi’éo 358587 ESAOTE SPA L DISPOSITIVO
U
Pagina 1 di 1
Stato nel repertorio: C=CONSOLIDATC L=IN LAVORAZIONE P=PUBBLICATO V=VALIDATO

Seleziona: Per aggiungere un componente occorre preventivamente cliccare su unc dei quadratini in corrispondenza

del componente o dei componenti presenti nella lista.

enti

Dettaglioc Assemblato

Gestione Prodotti

DM Data Search Fields

Field Name

Description

Cerca tra

The user must choose if he wants to search among
DM list or other Non-DM products. Different search
criteria will be displayed depending on this choice

Progressivo di sistema

Option to serch a Medical device by its identification
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attribuito al DM

number assigned by the system during registration
into the database.

Tipo DM

The user can choose between the following types of
DM:

e Device
e System
o Kit

Fabbricante

The user can insert the name (or part

Codice attribuito dal
fabbricante (identicativo
catalogo)

Product code assigned to the DM by the
Manufacturer.

Nome commerciale e
modello

The DM’s name (or beginning of) given by the
manufacturer, can be indicated

Classificazione CND

Indicates the national classification of the DM

Design and Development NSIS

To select a CND classification, click on the “Cerca”
link; a look-up will open from which it will be
possible to search for a CND classification by code
and description

DM Data List

Field Name Description

Nome commerciale e | Name of the component as given by Manufacturer.
modello

Codice attribuito dal | Specific code attributed to the DM by the manufacturer
fabbricante
(identicativo
catalogo)

Fabbricante Manufacturer of the component.

Stato nella base dati | The status of the DM in the database. The status can change in
the following order:

e L: Processing

e V:Valid
e P:Published
Tipo DM There are three types of DM:
e Device
e System
o Kit
Operations available
Action Description Page name
Ricerca Runs a search with the criteria in place and | Same

displays a list of the DM that correspond to
the same criteria.
Reset Clears the search criteria previously

DetAssemblatolnsMod
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entered
Aggiungi Allows user to add the components DetAssemblatolnsMod
Component | selected to the assembled system or kit

€

Dettaglio Allows he user to return to the data page of | DetAssemblatolnsMod
Assemblato | the assembled device

Gestione Opens a window where the user has the LookUpRicercaProdotti
Prodotti option to manage (insert ,edit, delete and
view)Non-DM items; type “Altro”

2.3.2.6 RicercaComponenti (Non-DM items)

This page allows search criteria for the components to be put in place. The user must
choose whether he wants to search among the DM or non-DM items. Based on this
choice, the page will display differing search criteria. In this paragraph, we will
examine the case in which the user wishes to search among non-DM items.

The user may associate the following typology:

1. Medical and surgical aids
2. Medicinal products
3. Other

After having decided whether to search among the DM or non-DM items, the user
must insert an additional search margin.

Detailed information concerning the system or kit which is being inserted or edited
are displayed.
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Home = Dispositivi Medici di Classe I,IIa/b,III = Sistemi o Kit Assemblati (c.2 Art.12) 7

Composizione di sistemi o kit (c.3 Art.12)

Mome commerciale e modello:

Tipo:

Codice attribuito dall’assemblatore
(identificativo catalogo):

Assemblatore:

Ruolo dell’utente rispetto all’Assemblato:
Tipo Assemblato:

Criteri di ricerca dei componenti |

Cerca tra: ARTICOLC NON DM ™ DM

Tipo Prodotto: | PRESIDIO MEDICO CHIRURGICO = |

Mome commerciale e modello: |3I-.ST:'-. DOT

Codice attribuito dal fabbricante (identificativnl
catalogo):

Numero Registrazione: |

Codice AIC: |

Fahhricante:l

Titolare: |
Ricerca I Reset I
Nome commerciale & Numero Registrazione Fabbricante Seleziona
modello
PASTA DDT EXTRA 5 . L
POTENZIATA 2897 INDUSTRIE CHIMICHE CAFFARQC 5.P.A I

Pagina 1 di 1
Stato nel repertorio: C=CONSOLIDATO L=IN LAVORAZIONE P=PUBBLICATO W=WALIDATO

Seleziona: Per aggiungere un componente occorre preventivamente cliccare su uno dei quadratini in corrispondenza
del componente o dei componenti presenti nella lista.

AggiungiComponent I Dettaglic Assemblato I Gestione Prodotti

Non-DM Iltem Data Search Fields

Field Name Description

Ricerca The user must choose if he wants to search among
DM or other non-DM items. Different search criteria
will be displayed depending on this choice

Tipo di Prodotto The user can choose between the following types of
non-DM items:

e Surgical and medical aids

e Medicinal products

e Other
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Nome commerciale e

The DM’s name (or beginning of) given by the

modello manufacturer, can be indicated

Codice attribuito dal Product code assigned to the DM by the
fabbricante (identicativo Manufacturer.

catalogo)

Codice AIC The AIC code refers solely to Medicinal products

Fabbricante

The user can indicate the name (or part thereof) of
the Manufacturer (referring to DM that are not
stamped, medical and surgical aids and other)

Titolare

The title holder’s name (or beginning of), can be
indicated (In reference to medicines)

Operations available

Action Description Page name
Ricerca Runs a search with the criteriain | ListaComponenti

place and displays a list of the

non-DM items that correspond to

the same criteria.
Reset Clears the search criteria Same

previously entered
Dettaglio Allows the user to return to the DetAssemblatolnsMod
Assemblato | data page of the assembled device
Gestione Opens a window where the user LookUpRicercaProdotti.
Prodotti has the option to manage (insert

,edit, delete and view) non-DM

items; type “Altro”

2.3.2.7 ListaComponenti (DM)

This page allows the user to view the list of non-DM items (to add as components to
an assembled system or kit) corresponding to the search criteria in place.

Detailed information concerning the system or kit which is being inserted or edited

are displayed.
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Home > Dispositivi Medici di Classe I,11a/b,III > Sistemi o Kit Assemblati (c.2 Art.12) ?

Composizione di sistemi o kit (c.3 Art.12)

Nome commerciale e modello:

Tipo:

Codice attribuito dall’assemblatore
(identificativo catalogo):

Assemblatore:

Ruolo dell’utente rispetto all’Assemblato:
Tipo Assemblato:

Criteri di ricerca dei componenti |
Cerca tra: ARTICOLO NON DM © DM O
Tipo Prodotto: IQE‘:‘SIDIO MEDICO CHIRURGICO v |

Nome commerciale e modello: [p2s72 00T

Codice attribuito dal fabbricante {identiﬁcali\rol
catalogo):

Numero Registrazione: l—
Codice AIC: r...........................................................
Fabbricante: I—

molare:[

_Ricerca | Reset |

Nome commerciale e Numero Registrazione Fabbricante Seleziona
modello
FASTA DDT EXTRA EaA o o 2 e DAL
TN TATA 2897 INDUSTRIE CHIMICHE CAFFARC S.2.A [ .
Pagina 1 di 1

Stato nel repertorio: C=CONSOLIDATO L=IN LAVORAZIONE P=PUBBLICATO V=VALIDATO

Seleziona: Per aggiungere un componente occorre preventivamente cliccare gu uno dei quadratini in corrispondenza
del componente o dei componenti presenti nella lista.

Aggumag Componant: i Dettaglio Assemblato | Gestione Prodotti t

Non-DM Iltem Data Search Fields

Field Name Description

Cerca Tra The user must choose if he wants to search among DM
or other non-DM items. Different search criteria will be
displayed depending on this choice

Tipo di Prodotto The user can choose between the following types of non-
DM items:

e Surgical and medical aids

e Medicinal products

e Other
Nome commerciale e The non-DM item’s name (or beginning of) given by the
modello manufacturer or title holder, can be indicated
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Codice attribuito dal
fabbricante (identicativo
catalogo)

Product code assigned to the non-DM item by the
Manufacturer.

Numero Registrazione

The registration is only in reference to Medical and
surgical aids

Codice AIC

The AIC code refers solely to Medicinal products

Fabbricante

The user can indicate the name (or part thereof) of the
Manufacturer (referring to DM that are not stamped,
medical and surgical aids and other)

Titolare

The Title holder’s name (or beginning of), can be
indicated (In reference to medicines)

Non-DM Item Data List Search Fields

Field Name

Description

Nome commerciale e
modello

Name of non-DM item (or beginning of) given by the
manufacturer or Title holder.

Codice attribuito dal
fabbricante (identicativo
catalogo)

Product code assigned by the Manufacturer to the non-
DM item; type “Altro”.

Numero Registrazione

Registration number (Referring only to Medical and
surgical aids)

Codice AIC

AIC code (referring solely to Medicinal products)

Fabbricante

Name of the Manufacturer (of medical and surgical aids
and other)

Titolare

Title holder (In reference to medicines)

Operations available

Design and Development NSIS

Action Description Page name
Ricerca Runs a search with the criteria in place | Same

and displays a list of the non-DM

items that correspond to the same

criteria.
Reset Clears the search criteria previously Same

entered
Aggiungi Allows user to add the components DetAssemblatolnsMod
Componente | selected to the assembled system or kit
Dettaglio Allows the user to return to the data DetAssemblatolnsMod
Assemblato | page of the assembled device
Gestione Opens a window where the user has LookUpRicercaProdotti.
Prodotti the option to manage (insert ,edit,

delete and view) non-DM items; type

“Altro”
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2.3.2.8 DetAssemblatoVis

This page allows the user to view information regarding an assembled system or kit in
read-only mode.

The detailed information of an assembled device can be viewed by the following
types of users:
1. Fab/Man/RIC/ASD users, as regards their own inserted assemble
devices
2. DGFDM users, as regards all assembled devices that are have the
“validato” or “publicato” status
3. REGIONE and AZIENDESANITARIEDM users

In order to view the data of a DM, both types of user must proceed as follows:
1. Run the search for the assembled device (by clicking on “Gestione
Assemblati” in the menu, insert the search criteria by clicking on the
“Ricerca” button)
2. Select the desired device and click on the “Visualizza” button to access
the data page.
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Home > Dispositivi Medici di Classe I,1Ia/b,III > Sistermni o Kit Assemblati (c.2 At 12)

Dettaglio Sistema o Kit Assemblato {c.2 Art.12)

Nome commerciale e modello: ASSEMBALTO PROVA

Ulteriori Nomi commerciali dell’assembalto

Tipo: 1S
Codice attr-i_huito_t.:la!l'_assemhlatore CODICEL
{identificative catalogo):

| Azienda che ha inserito I'assemblato: JOHNSON & JOHNSON MEDICAL S.P.A.

Ruolo dell ut:ante rispetto ,cocrmp aToRE
all’assemblato:

fissemblatore: JOHNSON & JOHNSON MEDICAL S.P.A.
Mandatario:

Responsabile dell'immisione in
commercio:

Tipo Assemblato: SISTEMI PER RADIOLOGIA
Altro Tipo Assemblato:

Componenti Sistema o Kit

Codice attribuito
dal fabbricante
(identificativo

Nome

commerciale Fabbricante/

Descrizione Titolare

Tipo Stato nel
Prodotto repertorio

e modello

|ANELLO
|BCETABOLARE DI
|[RINFORZO

Assembled Device Data Fields

catalogo)

SOCIETA AZIONARIA
MATERIALE OSPEDALIERC DM P
5.A4.M.0, 5PA

AZIENDA FRANCESCO

| CATAUDELLA i

Lista Assemblati §

Field Name

Description

Nome commerciale e modello

Name of the system or kit the manufacturer has given

Tipo

Type of assembled device. The device can be one of two
types

e System

o Kit

Codice attribuito dall’
assemblatore (identificativo

Indication of product code assigned to the system or kit by
the Assembler.

catalogo)
Assemblatore Name of the assembler of the assembled system or Kit.
Mandatario Name of Mandate Holder of the assembled system or Kit.

Responsabile dell’ immissione
in commercio

Name of Marketing Director of the assembled system or kit.

Ruolo dell’utente rispetto
all’assemblato

Indicates the role carried out by the user with respect to the
assembled device. The user can adopt the following roles:
e Assembler
e Manufacturer
e Mandate Holder
e Marketing Director
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e Other individual delegated by the Manufacturer.

Tipo Assemblato

Indication of the type of assembled devices.

Assembled Components List Data Fields

Field Name

Description

Descrizione

Brief description of the component of the assembled device

Nome commerciale e
modello

Commercial name given to the component.

Codice attribuito dall’
assemblatore
(identificativo catalogo)

Indication of product code assigned to component.

Fabbricante/Titolare

Name of the Manufacturer/title holder of the component

Tipo prodotto

Type of component. The component of an assembled device
can be:

e Classified Medical Device (DM)

e Medical and surgical aids (PMC)

e Medicines (SPM)

e Other (ALT)

Stato nella base dati

This field is only given value if the component is a DM.
Indicates the status of the DM in the database. The status can
change in the following order:

e L: Processing

e V:Valid

e P: Published
Operations available
Action Description Page name
List of assembled Allows the user to return to the list of the ListaAssemblati
devices assembled devices

2.3.2.9

Registration on the index

To register an assembled device that contains at least one DM the user must proceed

as follows:

1. Run a search for DM (by clicking on “Dispositivo Medico (DM)” in
the menu, insert the search criteria and then click on the “Ricerca”

button);
2. Select an assembled device found in the “Validato” or “Pubblicato

stage;

3. Click on the “Inscrizione nel repertorio” button.
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The user must then state that he wishes to make the assembled device available to the
S.S.N. by entering “Si”, the system alerts the user that the choice made cannot be
changed and checks that all of the components have been registered on the index. If
the check results positive, the assembled device is then registered on the index,
otherwise a message stating the opposite is sent to the user.

2.3.2.10 Off-Market Date

This page allows the user o insert the off-market date in reference to an assembled
system or kit in the “Validato” or “Pubblicato” stage.
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Home > Dispositivi Medici di Classe 1,11a/b,III > Sisterni o Kit Aszermblati (o2 At 12) ?
Ricerca Sistemi o Kit Assemblati {c.2 Art.12)
Criteri di Ricerca |
Progressivo di sistema attrihuitul
all’assemblato:
Assemblatore: |
Tipo: ISISTEM.&. vI
Codice attribuito dall’assemblatore da: I
{(identificativo catalogo): a:l
MNome commerciale e mudellu:l
Stato: | ;l
Ruolo dell'utente rispetto all'Assemblato: | =1
Tipo Assemblato: | =1
Ricerca I Muowa Hoerca I
ngirsiif':‘l:u i dcacir!::sgggﬂlltl:::e e Tipo Stato del (LA
e Assemblatore > ket commerciale : et nel Seleziona
attribuito (identificativo Assemblato |Dispositivo .
b e modello repertorio
all'assemblato catalogo)
SISTEMA DI SISTEMI PER
R Bl AoDUE FROWVA RADIOLOGIA k i r
NOME SISTEMI PER
A EinHE Binda COMMERCIALE [ ODONTOIATRIA £ i n|
Paginaldil

Stato del Dispositivo: L=IN LAVORAZIONE C=CONSOLIDATO Y=VALIDATD P=FUBBLICATO

Zeleziona: Cliczare su uno dei quadratini in corrispondenza del componente o dei commponenti presenti nella lista a seconda

delle operazioni.

I=crzione nel Repertorio I

Inserisci I Modifica I Cancella I e Immissione in Commercio I
Validazione I Consolida I Dettaglio I Gestione Prodott
Assembled Device Data Fields
Field Name Description

Progressivo di sistema
attribuito all’assemblato

Identification number assigned to the Assempbed device by
the system during registration into the database.

Nome commerciale e modello

Name of the system or Kit as given by the manufacturer.

Tipo Type of assembled device. The device can be one of two
types
e System
o Kit

Codice attribuito dall’

assemblatore (identificativo

catalogo)

Indication of product code assigned to the system or kit by
the Assembler.
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Assemblatore

Name of the assembler of the assembled system or Kit.

Stato

Option to serch an Assembled device by its current status
into the system (“In lavorazione”, “Consolidato”, “Validato”,
“Pubblicato”).

Ruolo dell’utente rispetto
all’assemblato

Indicates the role carried out by the user with respect to the
assembled device. The user can adopt the following roles:
e Assembler
e Mandate Holder
e Marketing Director
e Other individual delegated by the Manufacturer.

Tipo Assemblato

Indication of the type of assembled device.

Assembled Components List Data Fields

Field Name Description
Nome commerciale e Name of the component.
modello
Fabbricante/Titolare Indicates the name of the Manufacturer/title holder of the
component
Tipo prodotto Type of component. The component of an assembled device
can be:
e DM
e Medical and surgical aids (PMC)
e Medicines (SPM)
e Other (ALT)
Operations available
Action Description Page name
Salva Saves the information entered ListaAssemblati
2.3.2.11 Assembled Device Approval Page

This page allows the user to view the list of assembled devices in the approval phase.
The activation of approval corresponding to one or more assembled devices involves
the activation of consistency ad coherency tests on the information entered. Should
errors arise in this phase, these will be visible on the activity list feature on the menu
option “Attivita in corso”. Should the tests result positive, the device’s status is
updated to “Consolidato” ; a preliminary stage before the validation, while awaiting

the electronic signature.
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Home > Dispositivi Medici di Classe I,IIa/b,I11I = Sistemni o Kit Azsemblati {c.2 Art.12) 7

Sistemi o Kit Assemblati (c.2 Art.12)

Lista degli Assemblati in fase di consolidamento
Progressivo di Codice attribuito
sistema attribuito Assemblatore dall’assemblatore 3::22‘?‘;:;1&;;1
all’Assemblato {identificativo catalogo)
200 EE NEUROC SPA 3454557 Avviato
201 ELETTRONICA BIO MEDICALE SRl 23432 Ayviato
Per verificare 'esite del Consolidamente utilizzare il pulsante "Vai alla lista attivitd”.

i

Vai alla Lista attivita |

Assembled Devices in the approval phase List Data Fields

Field Name

| Description

Progressivo attribuito
all’ Assemblato

Product code assigned to each assembled device

Assemblatore

Name of the assembler

Codice attribuito dall’
assemblatore
(identificativo catalogo)

Indication of product code assigned to the system or kit by the
Assembler.

Stato processo
validazione

The status of the process. It can change status in the following
order:

e Initiated
e Not Initiated

Operations available

Page Name
listaAttivita

Description
Allows user to return to the activity list

Action
Vai alla
Lista attivita

2.3.2.12  Assembled Device Signature Page

This page allows user, who has inserted the specific assembled device, to digitally
sign, in order to validate that same device.

The user must be in possession of a Smart Card in order to sign digitally.

To validate an assembled device, the user must proceed as follows:
1. Run asearch of assembled devices (from the “Gestione Assemblati”
option on the menu)
2. Select an assembled device marked “in lavorazione” and click on the
“Validazione” button
3. Click the “Firma” button
4. Insert the PIN code in the space provided
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Before digitally signing, the user must be sure to read the text displayed on the
signature page which is laid out as follows:

“I1 sottoscritto... (name and surname of user connected), per conto di... (name of
assembler) convalida ... (commercial name and type of assembled device ) con
identicativo catologo...in data ... (today’s date)”

In order for the validation to be successful and the request for release to arrive at the
DGFDM department, the valid assembled device must have the following:

1. All required general data of the assembled device (Assembler,
Type, code assigned by the assembler, Commercial name and
assembled device type).

2. The indication of at least two components, one of which must be a
DM.

3. Publication of all components of the assembled device.

Firma digitale
Convalida dell'Assemblato con firma digitale

Inserire la propria SmartCard nel lettore quindi cliccare su bottone Firma,
Per utilizzare la funzionalita di firma con SmartCard saré necessario aver per-installato sul
Praprio PC il Layer Crittografico Firma e Cifra

Siraccomanda di rileggere attentamente il testo prima di firrnarlo, Verra firmato solo il testo cortenuto
nell'area di testo sottostante,

Il sottoscritto Lara Santacroce, per conto di DATEX-OHMEDA SPA _ﬁj
convalida | SISTEMI PER OFTALMOLOGIA " PROMA 1" con

identificativo catalogo PRYO101

in data 01,/03/2008

Firma |
f i

Operations available

Action | Description Page Name

Firma | Allows user to validate an assembled device after | PaginaSintesiAssemblato
having entered the PIN in the space provided

2.3.2.13 Assembled Device Summary Page

This page displays the principle information of the assembled device awaiting
validation, in read-only format
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Home > Dispositivi Madici di Classe I,11a/b,III = Dizpaszitive Madiza (DM) 7

Dispositivo Medico (DM}

Lista degli Assemblati in fase di validazione

Progressivo di | Codice attribuito bt
sistema G | dall’assemblatore Nome commerciale e | processs

| attribuito i {identificativo modello Sl sERe

| all’Assemblato cataloge) i

nn = nm e AR APPARECCHIATURE DA et

;A.u EE NEURC SPA ;3-:-.35? SALA OPERATOAIA Avviato

2n| ELETTRONICA BIO :,‘,3‘132 AFFPARECCHIATURE DA Airriats

e MEDICALE SRL | SALA OPERATORIA T

Per verificara ['esite della Validazicne utilizzare il pulzante "vai alla lista attivita”.

| Vai alla Lista attivita

Assembled Devices in the Validation phase List Data Fields

Field Name Description
Assemblatore Name of the assembler
Codice attribuito dall’ Indication of product code assigned to the system or kit by the
assemblatore Assembler.
(identificativo catalogo)
Nome commerciale e Name of the system or kit assigned by the assembler
modello
Stato processo The status of the process. It can change status in the following
validazione order:
e Initiated
¢ Not Initiated

Operations available

Action Description Page Name
ListaAssemblati | Allows user to return to the list of assembled listaAssemblati
devices, with the status of the device valid and
updated

2.3.2.14 LookUpRicarcaProdotti

This page allows the user to put search criteria in place in order to view the list of
non-DM products; Type “Altro”.
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Home > Dizpositivi Madiel di Clazze I1I2/B 111 = Dizpesitive Madico (DM} > Gaztone Dradath T

Ricerca Lista Prodotti

Tipo Prodotto: [AL‘:’RO vl

Nome commerciale e modello: |

Codice attribuito dal fabbricante (identificativo }
catalogo):

Fabbricante: E

Classificazione CND: [ ﬂ o
*} Cerca

_Cerca |

Lista Prodotti
Tipo Nome commerciale e Codice attribuito dal = s
Prodotto modelio fabbricante Ealhh i i
ALT MAESIMO K BAYER C
Pagina i di 1

Seleziona: Per effettuare una delle operazione possibili cliccare su uno dei cerchistti in corrispondenza di uno dei
component: della lista.

La voce "ALTRC' in cornspondenza del campo ‘Tipe Prodotto’ & riferita ad articoli non DM diversi da Fresidi Medici
Chirurgici o Specialita Medicinah.

Inserisci E Mi Merdifies I Cancaiis ; Vicnshors I
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Detail Fields

Field Name Description

The product type has already been inserted as a non-DM
product; type “Altro”

Tipo prodotto

Nome Option to specify the commercial name (or beginning) of the
commerciale e product
modello

Codice attribuito | The product code assigned to the product can be specified.
dall” assemblatore
(identificativo

catalogo)

Option to specify the name (or the beginning) of the
Manufacturer.

Fabbricante

Operations available

Action Description Page name

Ricerca Runs a search with criteria entered and displays the Same
list of products that match that criteria.

Chiudi Closes the non-DM product, management window ListaAssemblati

Inserimento | Displays the insertion page of a non-DM product; LookUpArtDatiGen
type “Altro”

Modifica Displays the data page of the non-DM product LookUpArtDatiGen
selected from the list (in read-only format)

Visualizza Displays the data page of the non-DM product LookUpArtDatiGen
selected from the list (in read-only format)

Cancella Deletes the non-DM product selected from the list. Same

2.3.2.15 LookUpGestioneProdotti

This page allows the user to insert/edit the information regarding the non-DM
products; type “Altro”
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Home > Dispositivi Medici di Classe [, 11a/b.1ll > Dispositive Medico (CM} > Gestione Prodotti ?

Inserimento Prodotto

“Tipo Prodotto: ?-‘-.."F.Cl -.}

*Nome commerciale e modello: |

*Codice attribuito dal fabbricante {identificativo |
catalogo): ’

*Fabbricante: |E520TE spa Cerca

*Classificazione CND: .

La voce "ALTRO' in corrispondenza del campo 'Tipo Prodotto” & riferita ad articoli non DM diversi da Presidi
Medici Chirurgici o Specialitd Medicinali.

Salva | Chiudi Lists Prodotti
Detail Fields
Field Name Description
Tipo prodotto e The product type has already been inserted as a non-DM
product; type “Altro”
Nome e Name assigned to the product by the Manufacturer.
commerciale e
modello

Codice attribuito | Product code assigned to the product by the manufacturer.
dall’ assemblatore
(identificativo
catalogo)

Fabbricante Indication of the Manufacturer of the product.

Classificazione
CND

Operations available

Action Description Page name
Salva Saves the information entered by the user Same

Chiudi Closes the product management window ListaAssemblati
Lista Allows the user to return to the product list, without LookUpProdRic
Prodotti saving the information entered.

2.3.3 Menu option “Attivita in corso” (Fab/Man/RIC/ASD)”

Screen flowchart:
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Menil ] Lista Attivita [ ListaAttivit ] ( DettaglioDhd
alnCorso E |

DettaghoA
ssembalto

Filtro g

Filtro&ttivit
alncorso

2.3.3.1 ListaAttivitalnCorso (Fab/Man/RIC/ASD)

In order to gain access to the page containing the list of activities in progress, the user
must click on the “Lista Attivita” menu option.
This page allows the (Fab/Man/RIC/ASD) user to view the activity list in progress,
referring to DM am assembled systems or kits (Para.2 Art.12) that have been
validated by the respective user.
The user may receive the following messages in reference to each DM validated:

e Successful publication by the DGFDM department.

e Modification request from the DGFDM department

e Modification request due to failure to pass the following automatic tests:

1. Missing required general data and attached documentation for the DM.
2. Missing required data for the assembled systems or kits
3. Failure to indicate other DM required for its function, if in the general

data of the DM, in correspondence with the data sheet “Legami con
altri DM” it was marked “Si”.

4, Failure to indicate at least two systems and kits components, of which
one had to be a Non-CE marked DM, in accordance with Para.2 Art.12.

5. Failure to indicate at least two assembled system and kit components,
of which one had to be a DM, in accordance with Para.3 Art.12.

6. Failure to publish all systems and kit components, in accordance with
Para.2 Art.12.

7. Failure to publish all system and kit components, in accordance with
Para.3 Art.12.

Clicking on the link corresponding with the “Comunicazione e messaggi d’errore”
column, displays the data page containing the principle data of the activity in progress
selected.

SISG_SSW.MSW_DISPO_RDM_MTR_Manufacturer_vl.1.doc February 2008
125/166



Ministry for Health User Manual Design and Development NSIS

DM Manufacturer Profile

Home > Dispositivi Macici ¢i Classs [,11a'b.I11 T
Attivita in corso Filtra |
1833 DM DMPLZH - ERISTOL Pubblicato 06/04/2005
307 : a ASDA : 131/04/2005
| BRISTOL incompleto
1834 H DM OO0E - MEDICALFACTORY ha dei 12/04/2005
campi incomoleti
Detail Fields
Field Name Description

Progressivo di sistema
attribuito al DM o

Assemblato

Consecutive System number of DM or Assembled device

Messaggi d’errore per
il Fabbricante e

Comunicazione assembled device:

automatic tests in the system.

Indicates the type of communication. There can be three
types of communication regarding a validated DM or

e Successful publication by the DGFDM department.
e Modification request from the DGFDM department
e Modification request due to failure to pass the

Data Comunicazione

DGFDM department

Indicates the data where the activity is assigned to the

Operations available

Action Description Page name
Filtra Opens a window from where the user has the option to | FiltroAttivitalncorso
filter the activity in progress list based on search
criteria inserted.
2.3.3.2 FiltroAttivitalncorso(Feb/Man/RIC/ASD)

This page is displayed in look-up format and allows the user to filter the activity in
progress list based on search criteria put in place.
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Flltri della Worklist

Filtra per:

Progressivo di sistema i
attribuitc al DM o Assemblato
Messaggl d'errore per il 2
Fabbricante @ Comunicazioni

Data Coemunicazione g

Filtra ; Cancella Filtri Chiudi §
Detail Fields
Field Name Description

Progressivo di sistema | Consecutive System number of DM or Assembled device
attribuito al DM o

Assemblato

Messaggi d’errore per | Indicates the type of communication. There can be three
il Fabbricante e types of communication regarding a validated DM or
Comunicazione assembled device:

e Successful publication by the DGFDM department.

e Modification request from the DGFDM department

e Modification request due to failure to pass the
automatic tests in the system.

Data Comunicazione Indicates the data where the activity is assigned to the
DGFDM department

Operations available

Action Description Page name

Filtra Runs a search of the activities in progress based on ListaAttivitalncorso
search criteria inserted.

Cancella Clears the search criteria previously put in place Same

filtro

Chiudi Closes the search margin window, without running the | ListaAttivitalncorso
search.

2.3.3.3 DettaglioDM (Fab/Man/RIC/ASD)

This page allows the user to view the principle information regarding the activity in
progress resulting in validation/publication.
There are three possible types of communication for a validated DM:
1. Successful publication in the DGFDM department. In this case at the
top of the page the phrase “E’ stata accettata la richiesta di
pubblicazione per la dispositivo...” will appear and then the principle
data of the DM will be synthesised.
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Home > Dispositivi Madici di Clasze [LIIa/b. 111

DM DMPO2M - BRISTOL Pubblicato
E’ stata accettata la richiesta di pubblicazione per il
dispositivo:

Dati del dispositivo

Tipo DM: [piscosiivo

Nome commerciale e modello: iDIS POSITIVO MEDICO DI PROVA 2 MANDATAR

Codice attribuito dal fabbricante Z ===
(identificative catalogo):'™ “

Fabbricante: IE RISTOL

Progressivo di Sistema [1eaz
Attribuito al DM:'* ™

MNote di rettifica:

Chiudi attivita’ | Torna alla Lista attivita'

2. Modification request from the DGFDM department. In this case at the
top of the page the phrase “Non e’ stata accettata la richiesta di
pubblicazione per la dispositivo...” will appear and then the principle
data of the DM will be synthesised.
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Home > Dicpositivi Medid di Classe L.1Ia/b 111

DM DMPO2M - BRISTOL non Pubblicate

Mon & stata accettata la richiesta di pubblicazione
per il dispositivo:

Dati del dispositivo

Note di rettifica:

MNome commerciale e modello: [0159051—51\50 MEDICO DI PROVA 2 MANDATAR

Codice attribuito dal fabbricante
(identificativo catalogo):

Fabbricante: |[ERISTOL

Progressivo di Sistema i 1833
Attribuito al DM:'~

Tipo DM: |[DISFOSITIVO

{DmpazM

Chiudi attivita' | Torna alla Lista attivita' i

3. Modification request due to failure to pass the automatic tests in the
system. In this case the list of errors which determined the failure to
pass the automatic tests in the system, is displayed with the principle
data of the DM.

Home > Dizpozitivi Medici di Classe 1.12a/b,I11
Il DM CO3 COPIA COPIA - PLUTO ha dei campi incompleti

Il DM CO3 COPIA COPIA - PLUTD non puo’ essere
validato perche’ non tutti i campi obbligatori sono
stati valorizzati. ¥edi la lista dei campi obbligatori

mancanti, disegutio riportata.

Nome commerciale e modello: |CODICE ZERO TRE

Codice attribuito dal fabbricante
(identificativo catalogo): |c03 il

Fabbricante: [rLUTG

Progressive di Sistema Attribuito

Tipo DM: [DISPOSITIVO

1113

al DM:

Campi Mancanti

1 DM necessari al funzionarmento non sono tutti pubblicat

Allegati errati per a classificazione CE : Classe 112

Documentazione incormpleta

Yaial DM |  Chiudi attivita® | Torna alla Lista attivita' {
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Detail Fields
Field Name Description
Tipo DM Indication of the type of classified Medical Device. The following

types of DM exist:
- Device
- System
- Kit

Nome commerciale e
modello

Denomination of the DM, as assigned by the Manufacturer

Codice attribuito dal
fabbricante
(identicativo catalogo)

Specific code attributed to the DM by the manufacturer.

Fabbricante

Name of the Manufacturer of the DM

Progressivo di sistema
attributo al DM

Consecutive number of DM device by the system

Note per la rettifica

Indication of the reasons that made the DGFDM reject the request
for publication of the DM

Campi mancanti

The list of errors that caused the DM to fail the automatic tests of
the system for the validation of the DM.

Operations available

Action Description Page name
Vai al DM | Grants access to the general data page of the DM PaginaDatiGenerali
Chiudi Allows the user to return to the activities in progress ListaAttivitalncorso
Attivita list, eliminating the activity previously selected
Tornaalla | Allows the user to return to the list of activities in ListaAttivitalncorso
lista attivita | progress

2.3.34 DettaglioAssemblato(Fab/Man/RIC/ASD)

This page allows the user to view the principle data of the activity in progress
resulting in validation/publication.

There are three possible types of communication for a validated assembled device.
1. Successful publication in the DGFDM department. In this case at the top
of the page the phrase “E’ stata accettata la richiesta di pubblicazione
dell’assemblato...” will appear and then the principle data of the
assembled device will be synthesised.
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Home > Dispositivi Medici di Classe 1,11a/b.II1
L'Assemblato PR¥0101 - DATEX-OHMEDA SPA Pubblicato

E' stata accettata la richiesta di pubblicazione
deli’Assemblato:

Dati dell’assemblato

Tipo Assemblato: [SISTEMA

Nome commerciale e modello: [PrROVA 1

Codice attribuito

. PRVOIO1
dall’Assemblatore: l

Assemblatore: [DATEX-OHMEDA SPA

Progressivo di sistema attribuito I"
all'Assemblatore: '~

Inserire eventuali note per il rifiuto:

thiudi attivita' | Torna alla Lista attivita'

2. Modification request from the DGFDM department. In this case at the top
of the page the phrase “Non e’ stata accettata la richiesta di pubblicazione
dell’assemblato ...” will appear and then the principle data of the
assembled device will be synthesised.

3. Modification request due to failure to pass the automatic tests in the
system. In this case the list of errors which determined the failure to pass
the automatic tests in the system, is displayed with the principle data of the
assembled device.
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Home = Dispositivi Medici di Classe 1LIIa/b,II1
L'Assemblato NOMED1 - DATEX-OHMEDA SPA incompleto

L' Assemblato non & composte correttamente. Yedi
la lista dei campi obbligatori mancanti, disegutio

riportata.

Dati dell’assemblato

Tipo Assemblato: [SISTEMA

Nome commerciale e modello: [NOME 1

Codice attribuito
dall'Assemblatore:

[NoMEDt

Assemblatore: [DATEX-OHMEDA SPA

Progressivo di sistema attril:luitl:ll42

all'Assemblatore:

Vai all' Assemblato

Campi Mancanti
L'assemblato deve contenere almeno un DM;

Chiudi attivita" Torna alla Lista attivita"

Detail Fields

Field Name

Description

Tipo Assemblato

Type of Assembled Device. The following types of Assembled
device exist:

e System

o Kit

Nome commerciale e
modello

Denomination of the system or Kit, as assigned by the Assembler

Codice attribuito dall’
assemblatore
(identificativo catalogo)

Specific code attributed to the Assembled system or kit by the
Assembler.

Assemblatore

Name of the Assembler of the Assembled system or kit

Progressivo di sistema
attribuito all’assemblato

Consecutive number of Assembled device by the system

Note per la rettifica

Indication of the reasons that made the DGFDM reject the request
for publication of the Assembled Device

Campi mancanti

The list of errors that caused the Assembled Device to fail the
automatic tests of the system for the validation of the Assembled
Device.

Operations available

Action Description Page name

Vai Grants access to the general data page of the DetAssemblatolndMod
all’assembl | Assembled device

ato

Chiudi Allows the user to return to the activities in progress ListaAttivitalncorso
Attivita list, eliminating the activity previously selected
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Tornaalla | Allows the user to return to the list of activities in ListaAttivitalncorso
lista attivita | progress

2.3.4 Menu option “Caricamento DM da file”

Screen flowchart:

" AreaDownload
Anagrafiche
/. 7
Area Download Asdgrafiche
_m,//.
Menu 1 Caricamento .| UploadDispositivi
[ | |

Ezito Caricamento

UploadFor
mRicerca

Inwio

spositivi

ConfermalploadDi
Ricerca

Sinetsi Elaborazione

W_'_,_-’-ﬂ-}_\-\-\-‘_"‘-\-\__\_\_
UploadLisV UploadLisy DettaglioO
ic isualiz perazioni
p

o Indietro et
) Indietro-~ WW.

2.34.1 UploadDispositivi

This page allows a Fab/Man/RIC/ASD user to attach a text or xml file containing data
regarding their DM.

Such a file must comply with the format previously set out, and has to be programmed
by an automatic procedure which will upload the data of the DM within the database.

SISG_SSW.MSW_DISPO_RDM_MTR_Manufacturer_vl.1.doc February 2008
133/166




Ministry for Health User Manual Design and Development NSIS
DM Manufacturer Profile

Home > Dispositivi Medici di Classe I.11a/b,III > Upload DM > Upload DM 7
Upload DM
Sfoglia... i
Detail Fields
Field Name Description
Upload DM Having clicked on the “Sfoglia” button, the user must select a text or

xml file containing data on the DM from his own file System,
according to the record previously indicated.

Operations available

Action Description Page name
Invio Allows the user to upload text or xml file selected ConfermaUploadDispo
sitivi

2.34.2 ConfermaUploadDispositivi

This page displays a message with the result of the upload (carried out by the
Fab/Man/RIC/ASD user) from the file containing data regarding their DM.

Home > Dispositivi Medicl di Classe 1,11a/b,III > Upload DM > Upload DM

Lista delle Attivita®

Il file marco txt & stato salvato correttamente,
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Operations available

Action Description Page name
Ok Allows the user to return to the page that where they UploadDispositivi
can upload.

2.34.3 UploadFormRicerca

This page allows the Fab/Man/RIC/ASD user to insert search criteria in order to view
the list of files attached by the user and containing data regarding their DM.

Home > Disposzitivi Medici di Classe I.I1a/b,I1I > Upload DM > Esito Upload DM 7

Ricerca Esito Upload DM

\Criteri di Ricerca

Nome file : |

patainvieda:] [ [ ST

Ricerca § ﬂewt§

Detail Fields
Field Name Description
Nome File The name of the file attached by the user, containing the DM’s data
Data invio da/a The date range the user uploaded the file
Operations available
Action Description Page name
Ricerca Runs the search with criteria in place and displays the UploadListaFile.

list of files attached by the user
Reset Clears the search criteria previously put in place Same

2.3.4.4 UploadL.istaFile

This page allows the Fab/Man/RIC/ASD user to view the result of the loading
procedure of each file sent.
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Home > Dizpositivi Medici di Clazze 1,11a/b,I11 = Caricarmanto DM da file > Esite Caricamento ?

Lista File

Criteri di Ricerca

Nome file : |

Datainvioda:rwrwr“““ a:;“wr»w,.mw“

Ricerca Muowa ricerca
| Nome file Data invio | Esito
. gfilez.xmi 08/03/2006 15:25 File elaborato con errori
. éese_Ins,TXT 08/03/2006 15125 File elaborato con errori
FPagina1ldil
Sintesi Elaborazione
Detail Fields
Field Name Description
Nome File The name of the file attached by the user, containing the DM’s data
Data invio Date in which the user uploaded the file
Esito Indicates whether the file was examined by the automatic process of
mass uploading of the DM contained in the database or not., and if
so, whether the errors have been edited

Operations available

Action Description Page name
Ricerca Runs the search with criteria in place and displays the | Same
list of files attached by the user
Nuova Clears the search criteria previously put in place Same
ricerca
Sintesi Allows the user t view the summary of the operations UploadListaErrori
elaborazion | carried out and the details of any possible errors
e regarding he file selected.
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2.34.5

UploadListaErrori

This page allows the user to view the list of any errors which were verified during the
processing of the file selected during the automatic mass uploading of the DM as well
as a summary of the operations carried out.

Home > Dizpositivi Medicl di Clasze 1,I1a/b,III > Caricamento DM da file > Esito Caricamento

Sintesi Elaborazione

Tot. Inserimenti

Nome file: ESE_INS.TXT
Data invio: 08/03/2006 15:25

17

Tot. Aggiornamenti

Nome Campo

Esito __ Esito
! Tot. Cancellazioni
Pos.  Neg. | Pos. Neg.
15 | 2 ] Lo 0
Esita Tot. Fine Imm. in | Esito
Pos. Neg. { commercio Pos.  Neg.
- g o | o 0

Dettaglio errori

Descrizione Errore

DISPOSITIVO

PARTE UTILIZZATA TES

(CODICE_FABBRICANTE/ID_FABBRICANTE)

SUTO O SOSTANZA [202]-IDATATYPE ERRATO IN UN CAMPO NON

{OBBLIGATORIOI-[CAMPO NUMERICO]
[900]-[DUPLICAZIONE CHIAVE]

Pagina 1 di 1

Per visualizzare il dettaglio delle operazioni effettuate con successo cliccare il pulsante "Dettaglio Operazioni”

Indietro | Dettaglio Operazioni
Detail Fields
Field Name Description
Nome File The name of the file attached by the user, containing the DM data
Data invio Date in which the user uploaded the file
N° DM Position of the Dm within the file
Nome Campo Name of field incorrectly evaluated.

Tot. Inserimento

Number of insertions carried out, by mass uploading, distinguishing
between those with a positive result and those with a negative one.

Tot. Aggiornamenti

Number of upgrades carried out by mass uploading, distinguishing
between those with a positive result and those with a negative one.

Tot. Cancellazione

Number of deletions carried out by mass uploading, distinguishing
between those with a positive result and those with a negative one.

Tot. Fine immissione in
commercio

Number put in Off-market carried out by mass uploading,
distinguishing between those with a positive result and those with a
negative one.
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| Descrizione Errore | Description of the error

Operations available

Action Description Page name
Indietro Allows the user to return to the file list Upload ListaFile
Dettaglio Allows the user to view the data of the operations UploadSntesiFile
Operazioni carried out successfully

2.3.4.6 UploadL.istaSintesi

This page allows the user to view the list of operations carried out successfully by
mass upload.

Home > Dizpositivi Medici di Clasze I,1Ia/b 111 > Caricarnento DM da file > Ezito Caricamento ?

Dettaglio delle operazioni effettuate con successo

Nome file: ESE_INS.TXT
Data invio: 08/03/2006 15:25

Dettaglio delle operazioni effettuate con successo

Eodi;:baht::;:ﬂit? dal Fabbricante Tipo operazione
batea  [AZIENDA FARMACEUTICA SP.A. [Inserimento
batch AZIENDA FARMACEUTICA 5.P.A, Inserimento
batcc [AZIENDA FARMACEUTICA S.P.A. Inserimento
bated AZIENDA FARMACEUTICA S.P.A. Inserirmento
batce AZIENDA FARMACEUTICA S.P.A. Insenmento
batef AZIENDA FARMACEUTICA S.P.A. Inserimento
batcg AZIENDA FARMACEUTICA S.P.4A, Inserimento
batch AZIENDA FARMACEUTICA S.P.A. Inserimento
batei AZIEMDA FARMACEUTICA S.P.A. Inserimento
batcl AZIENDA FARMACEUTICA S.P.A, Inserimento
baten AZIENDA FARMACEUTICA S.P.A, Inserimento
batet :AZIENDA FARMACEUTICA S.P.A, Inserimento
batek AZIENDA FARMACEUTICA S.P.A, Inserimento
batow (AZIENDA FARMACEUTICA S.P.A. Inserimento
bateg AZIENDA FARMACEUTICA S.P.&, Inserimento
Paginaldil
Detail Fields
| Field Name | Description

SISG_SSW.MSW_DISPO_RDM_MTR_Manufacturer_vl.1.doc February 2008
138/166



Ministry for Health

User Manual Design and Development NSIS
DM Manufacturer Profile

Nome File

The name of the file attached by the user, containing the DM data

Data invio

Date in which the user uploaded the file

Codice attribuito dal
Fabbricante

Code attributed to the DM by the Manufacturer.

Fabbricante

Business name of the DM Manufacturing company

Tipo operazione

Description of the type of operation carried out.

Operations available

Action Description Page name
Indietro Allows the user to return to the error list UploadListaErrori
2.3.4.7 AreaDownloadAnagrafiche

This page allows the Fab/Man/RIC/ASD user to download (clicking on the
corresponding link) the following Database:

CND Classification Database

Methods of sterilisation Database

Material that make up the DM Database

Elements (in the case of metal) Database

Material that make up the packaging Database

Active ingredients Database

Animal families Database

Tissues of animal origin/biological substances Database
Nations Database
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Home > Dispositivi Madici di Classa I,I1afb 111 > Ares Download Anagrafiche 7

Area Download Anagrafiche

Cra tale ares & possibile effettuare il download delle anagrafiche di riferimento da utilizzare ai fini dell'invio
rnassivo dei dati,

Sono a disposizione tutte le anagrafiche dei file in forrnato microsoft excel, a meno della classificazione GMDRN
per motivazioni legate alla licenza,

Anagrafica Classificazione CND

Anagrafi di di sterilizzazione

—'A.'1'-1']-'.'~.F;ri—'. materiali costituentt | DM

Anagrafica elementi{nel caso di leghe metalliche)

Anagrafica materiali costituenti il confezionamento

Anagrafica principi athivi

Anagrafica famiglie anirali

Anaqrafica tessuti di origine animalefsostanze biologiche

Anagrafica Mazioni

2.3.5. Menu option “Certificati CE”

Screen flowcharts:

Salva

G(_e_stlo_ne Pagina Inserimento Pagina

certificati CE - | S
Ricerca nserimento
certificati Certificato

Inseriment
Ricerca
Cancella
Pagina Lista
Proroga i .
Pagina Dettaglio Pagina

Modifica

Proroga
Certificato

Pagina
Dettaglio
Certificato

Certificato

2.3.5.1 Pagina Ricerca Certificati

Having clicked on “Certificati CE > Gestione Certificati CE” on the menu, a page appears which
allows the user to define the search criteria of the EC certificates. To activate a search of these
certificates, the user must define at least one margin.

From this page, the user may also access the insertion page of a new certificate clicking on the
“Inserisci” button.
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Home = Dispositivi Medici di Classe I,11a/b,III = Certificati CE 7

Ricerca Certificati CE

Criteri di Ricerca

N® certificato della marcatura CE:

Data Scadenza Certificato:

Organismo Notificato

Codice-Nome: Zerca Beszet
Ricerca Muowa ricerca I Inserisci I
Fields Details

Field Name Description

N Certificato Identification number of the EC certificate

della marcatura

CE

Data Scadenza Expiry date of the Certificate

Certificato

Organismo Indication of the code and name of the organization notified.

Notificato — This field cannot be edited.

Codice - Nome | To select the code of the organization notified it is necessary to click on the
“Cerca” link; a look-up will open from which it will be possible to search for the
organization notified by code and name.

Operations available:

Action Description Page Name

Ricerca Runs a search of the certificates on the basis of the | Pagina Lista Certificati
criteria inserted

Nuova ricerca Clears the search criteria previously defined Same

Inserisci Allows access to the insertion page of a new EC Pagina Inserimento
certificate Certificato

2.3.5.2 Pagina Lista Certificati
This page displays the list of the EC certificates which correspond to the criteria defined in the
relative search page. For every certificate the following information is displayed:

the certificate number of the EC stamp

the expiry date

the organization notified which issued it

the essential details of the National and Community harmonized norms
acknowledged and eventually applied
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¢ the file attached containing the image of the certificate

From the page the user can ask for the insertion of a new certificate clicking on the always
available “Inserisci” button.
Choosing a certificate from the list, the user will also be able to do the following:

o visualize the “Dettaglio” of the certificate;

e ask for the “Modifica” of the certificate only if the certificate selected
has no extension and no medical devices validated or published
inserted;

e ask for the “Cancellazione” of the certificate only if the certificate
selected has no extension and no medical devices validated or published
inserted. Activating the button “Cancella” the system will ask the user
to give a voluntary confirmation to delete the certificate selected and if
so, it will proceed to the cancellation. Then the list of the remained
certificates will be visualized;

e access the “Proroga” page of a certificate only if the certificate selected
has no extension inserted, or if there is an extension, it is related to at
least one device validated or published.
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Home = Dispositivi Medici di Classe I,IIa/b,III = Certificati CE

Ricerca Certificati CE

Criteri di Ricerca

Ne certificato della marcatura CE: |2020

Organismo Notificato

Codice-Nome: |
| Cerca Reset

Ficerca I Muowva ricerca I

Estremi delle
M= norme armonizzate
EE'::It::Illfaatu ke acaien o Sraamsons f‘l?JTnEllgIEaar;?uﬁaﬂ?u? brle do Seleziona
Certificato Motificato z allegare
marcatura recepimento
CE eventualmente
applicate
AMTAC
2020 3171272008 CERTIFICATIOMN E-Care.zip D
SERVICES LTD
AMTAC I_
2020 31/12/2009 CERTIFICATION BALLARIN {:}
SERVICES LTD MARIOD.zip
Paginald 1
Inserisci I I I I I
Fields Details
Field Name Description

N Certificato
della marcatura
CE

Identification number of the EC certificate

Data Scadenza

Expiry date of the Certificate

Codice - Nome

Certificato
Organismo Indication of the code and name of the organization notified.
Notificato — This field cannot be edited.

To select the code of the organization notified it is necessary to click on the
“Cerca “ link; a look-up will appear from which it will be possible to search for
the organization notified by code and name

Operations available:

Action

Description Page Name

Ricerca

Activates a search of the certificates on the basis of | Pagina Lista Certificati

the criteria inserted
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Nuova ricerca

Clears the search criteria previously defined

Same

Inserisci

Allows access to the insertion page of a new EC
certificate

Pagina Inserimento Certificato

Dettaglio Allows access to a detail page of the data associated | Pagina Dettaglio Certificato
with an EC certificate

Modifica Allows access to the modification page of the Pagina Modifica Certificato
certificate selected

Cancella Deletes the certificate selected Same

Proroga Alows the user to access the extension page of the Pagina Proroga Certificato

certificate selected

2.3.5.3 Pagina Inserimento Certificato

This page allows the user to insert a new EC certificate.
The page is activated by clicking on the “Inserisci” button, present on the pages of search and
visualization of the EC certificates list.
If the user inserts a certificate having “N.° certificato della marcatura CE” and “Organismo
Notificato Codice — Nome” which coincide with those of a certificate already present in data base,
the system will ask the user to insert such a certificate as an extension of that one which already
exists (see paragraph 2.3.5.6)
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Home = Dispositivi Medici di Classe I,11a/b,III > Certificati CE = Dati Certificato ?

Dati Certificato

Dati Certificato
*Fabbricante: .
Cerca Dettaglio
*Organismo Notificato
Codice-Nome:
Cerca
*W* certificato della marcatura CE:
Data 1°rilasciofaggiornamentofrinnovo: ; £
+Data Scadenza Certificato: ! £
Estremi delle norme armonizzate comunitarie e delle
norme nazionali di recepimento eventualmente
applicate:
* Direttiva CE 32 f2003:
Il certificato & relativo solo alla Direttiva CE 32 f 2003: ()
Il certificato & relative anche alla Direttiva CE 32 / 2003: (&)
Il certificato non & relativo alla Direttiva CE 32 f 2003: ()
*Allegato secondo cui & stato certificato il dispositivo: b
*File contenente il certificato:
Salva I Indietro I
Fields Details
Field Name Description
Fabbricante Indication of the manufacturer of the DM for which the certificate has been
issued. To select a manufacturer it is necessary to click on link “Cerca”; there
will appear a look-up from which it is possible to make a search
Organismo Indication of the code and name of the organization notified.
Notificato — This field cannot be edited.

Codice - Nome | To select the code of the organization notified it is necessary to click on link
“Cerca”; a look-up will appear from which it will be possible to search for the
organization notified by code and name

N Certificato Identification number of the EC certificate. Such number cannot contain blank
della marcatura | spaces.

CE

Data 1° Date of first release/update/renewal of the certificate

rilascio/aggiorna
mento/rinnovo

Data Scadenza | Expity date of the Certificate
Certificato

Estremi delle The essential details of the National an Community norms acknowledged during
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norme
armonizzate
comunitarie e
delle norme
nazionali di
recepimento
eventualmente
applicate

the fabrication of the DM

Direttiva CE 32/
2003

States whether or not the certificate should be in compliance with EC Directive
32/2003: the user will have to indicate whether the certificate is relative only to

EC Directive 32/2003, also to the EC Directive 32/2003 or is not relative to the

ECDirective 32/2003.

If the certificate is relative only to the EC Directive 32/2003, the field “Allegato
secondo cui e stato certificato il dispositivo” mustn’t be compiled.

Allegato secondo

Indication of the attachments according to which the device has been changed

cui é stato

certificato il

dispositivo

File contenente il | A .pdf file to be attached containing the image of the EC certificate. To attach
certificato this file it is necessary to use the “Sfoglia” button.

Operations available:

Action Description Page Name

Salva Memorizes in the data base information relative to | Pagina Lista Certificati
the certificate inserted e comes back to the previous
page

Indietro Voids the insertion and comes back to the previous | Pagina Lista Certificati
page

2.3.5.4 Pagina Dettaglio Certificato

Activated by the page “Lista dei certificate”, selecting a certificate and clicking on the “Dettaglio”
button, the page allows the user to visualize, in non editable mode, the following detailed
informations concerning a certificate:

the manufacturer of the device or devices for which the certificate has
been issued

the organization notified which issued the certificate

the certificate number of the EC stamp

the date of issue/adjournment/renewal

the expiry date of the certificate

the essential details of the National and Community norms
acknowledged and eventually applied

indication of whether or not the certificate should be in compliance with
EC Directive 32/2003

the attachment according to which the device has been certficated

the file attached containing the image of the certificate
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Moreover, if the certificate is associated with the medical devices, the page will give evidence of
it, displaying the list of the devices connected.

Home > Dispositivi Medici di Classe I,11a/b,III > Certificati CE = Dati Certificato

Dati Certificato

Dati Certificato

Fabbricante: |BATER

. . (0472 - AMTAC CERTIFICATICON
Organismo MNotificato |sgpyices LTo
Codice-Nome: |

N° certificato della marcatura CE: |

Data 1°rilasciofaggiornamentofrinnovo

Data Scadenza Certificato: |

Estremi delle norme armonizzate comunitarie e delle
norme nazionali di recepimento eventualmente
applicate:

Direttiva CE 32f2003:
Il certificato & relativo solo alla Direttiva CE 32 f 2003:
Il certificato é relativo anche alla Direttiva CE 32 f 2003:
Il certificato non & relativo alla Direttiva CE 32 J 2003:

o

@®
O

Allegato secondo cui & stato certificato il dispositivo: Allegato VII

File contenente il certificato: cos-0SNovZ002.zip

Lista Dispositivi collegati
: Codice
Progressivo i
di sistema Fabbri t afttE'E"!'tu ':al Nume_ I Classificazione| Stato del Fi
attribuito al Fabbricante fabbricante |commerciale CND Dispositiva FirMmare
DM (identificativo| e modello
catalogo)
T031299 -
AUSILI PER LA
TERAPIA
10044 BAYER 78945 ET%E#FFICATI DELL'ERNIA O Lo
AUSILI
ADDOMIMNALT -
ALTRI
Indietro I
Operations available:
Action Description Page Name
Indietro Comes back to the previous page Pagina Lista Certificati

2.3.5.5 Pagina Modifica Certificato
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This page is activated by the page “Lista certification”, selecting a certificate and clicking on
button “Modifica”, allows the user to modify the data of the certificate which has no extension
and no medical devices validated or published inserted.

If the certificate selected to be modified is associated with a medical device in processing, the
name of the manufacturer becomes unmodifiable, talking in fact of the same manufacturer of the

device associated.

Home > Dispositivi Medici di Classe I,I1a/b,III = Certficati CE = Dati Certificato (4

Dati Certificato

Dati Certificato

Data 1°rilasciofaggiornamentofrinnovo: £ £

Estremi delle norme armonizzate comunitarie e delle
norme nazionali di recepimento eventualmente

*Direttiva CE 32/2003:

Il certificato & relativo solo alla Direttiva CE 32 f 2003: ()
Il certificato & relativo anche alla Direttiva CE 32 f 2003: (&
Il certificato non & relativo alla Direttiva CE 32 f 2003:

*Allegato secondo cui & stato certificato il dispositivo: | allegato VII %

*Fabbricante: BAYER
Cettaglio

. " 0473 - AMTAC CERTIFICATION
*0Organismo MNotificato |cepyices LTD
Codice-Nome:
Cerca

M certificato della marcatura CE: |1

*Data Scadenza Certificato: (01 |/ 05 |/ |20028
PRP

applicate:

*File contenente il certificato: PP-PIF Annulla

Fields Details

Salva | | Indietro |

Field Name

Description

Fabbricante

Indication of the manufacturer of the DM for which the certificate has been issued.
To select a manufacturer it is necessary to click on link “Cerca”; there will appear
a look-up from which it is possible to make a search

Organismo
Notificato —
Codice - Nome

Indication of the code and name of the organization notified.

This field cannot be edited.

To select the code of the organization notified it is necessary to click on link
“Cerca”; a look-up will appear from which it will be possible to search for the
organization notified by code and name

N Certificato
della marcatura
CE

Identification number of the EC certificate. Such number cannot contain blank
spaces.

Data 1°

Date of issue/adjournment/ renewal of the EC Certificate
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rilascio/aggiorna
mento/rinnovo

Data Scadenza

Expity date of the Certificate

armonizzate
comunitarie e
delle norme
nazionali di
recepimento
eventualmente
applicate

Certificato
Estremi delle The essential details of the National an Community norms acknowledged during
norme the fabrication of the DM

Direttiva CE 32/
2003

States whether or not the certificate should be in compliance with EC Directive
32/2003: the user will have to indicate whether the certificate is relative only to
EC Directive 32/2003, also to the EC Directive 32/2003 or is not relative to the
ECDirective 32/2003.

If the certificate is relative only to the EC Directive 32/2003, the field “Allegato
secondo cui e stato certificato il dispositivo” mustn’t be compiled.

Allegato secondo

Indication of the attachments according to which the device has been changed

cui e stato

certificato il

dispositivo

File contenente il | A .pdf file to be attached containing the image of the EC certificate. To attach
certificato another file it is necessary to use the “Annulla” button. Then it is necessary to use

the button “Sfoglia” to individuatea new .pdf file which supposed to be attached.

Operations available:
Action Description Page Name
Salva Memorizes in the data base the modifications and Pagina Lista Certificati
comes back to the previous page
Indietro Voids the insertion and comes back to the previous | Pagina Lista Certificati
page

2.3.5.6 Pagina Dettaglio Proroga
Activated by the page “Lista certificati”, selecting a certificate and clicking on the “Proroga”
button, the page allows the user to insert an extension to a certificate exitent, if it has never been

extended before, or

if it has already been extended, it is associated with at least one device

validated or published.

The page called is divided in two sections, in the first section “Dati certificate esistente”
informations concerning the certificate in expiry are visualized in non editable mode, the second
one “Dati certificate di proroga”, gives the same informations which can be edited to allow the
user to insert the data of the certificate of extension.

Moreover, if the certificate is associated with medical devices, the page will give evidence of it
visualizing the list — with elements selected — of all the devices associated. In a specific there will

SISG_SSW

.MSW_DISPO_RDM_MTR_Manufacturer_vl1.1.doc February 2008

149/166




Ministry for Health

User Manual Design and Development NSIS
DM Manufacturer Profile

be visualized as the devoces in processing as those already validated and published that need a

new signature.

Selecting the elements, the user is proposed to extend the association of all the medical devices
associated already with the certificate extended to that of extension. All the same the user will be
able to exclude, deselecting them, one or more medical devices, expressing this way a wish to
exclude the fact that certificate of extension should be associated with DM selected.

That is why, if the user has had a wish to extend the association existent of the devices subscribed
with the certificate extended to the certificate of extension, clicking on the “Salva” button, he will
be directed to the signature page of such devices.

Fields Details

Field Name

Description

Fabbricante

Indication of the manufacturer of the DM for which the certificate has been
issued. To select a manufacturer it is necessary to click on link “Cerca”; there will
appear a look-up from which it is possible to make a search

Organismo
Notificato —
Codice - Nome

Indication of the code and name of the organization notified.

This field cannot be edited.

To select the code of the organization notified it is necessary to click on link
“Cerca”; a look-up will appear from which it will be possible to search for the
organization notified by code and name

N Certificato
della marcatura
CE

Identification number of the EC certificate. Such number cannot contain blank
spaces.

Data 1°
rilascio/aggiorna
mento/rinnovo

Date of issue/adjournment/ renewal of the EC Certificate

Data Scadenza

Expity date of the Certificate

armonizzate
comunitarie e
delle norme
nazionali di
recepimento
eventualmente
applicate

Certificato
Estremi delle The essential details of the National an Community norms acknowledged during
norme the fabrication of the DM

Direttiva CE 32/
2003

States whether or not the certificate should be in compliance with EC Directive
32/2003: the user will have to indicate whether the certificate is relative only to

EC Directive 32/2003, also to the EC Directive 32/2003 or is not relative to the

ECDirective 32/2003.

If the certificate is relative only to the EC Directive 32/2003, the field “Allegato
secondo cui e stato certificato il dispositivo” mustn’t be compiled.

Allegato secondo
cui e stato
certificato il
dispositivo

Indication of the attachments according to which the device has been changed
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File contenente il | A .pdf file to be attached containing the image of the EC certificate. To attach this
certificato file it is necessary to use the “Sfoglia” button.

Operations available:

Action Description Page Name

Salva Inserts in the data base the certificate of extension, | Pagina Lista Certificati
associating it with the devices selected, if the latter
need a signature, calls back the page of signature

Indietro Voids the insertion and comes back to the previous | Pagina Lista Certificati
page
2.4 detailed description of the “Dati Azienda” functional
area

Having gained access to the “dati Azienda” functional area, the features available are
displayed on the left-hand menu.

Dati Azienda

¥ Gestione Dat Azienda
-Dati Generali Dichiarante
~Dichiarazione altri fabbricanti

This area is only accessible by “FABBRICANTEDM” users.
In this area the Fab/Man/RIC/ASD user can perform two types of operations:

1. Integrate their own general data, which has already been indicated in
the initial phase of access to the application (clicking on the lateral
menu and choosing “Dati Generali Dichiarati”).

2. Indicate the manufacturers he represents (clicking on the lateral menu
and choosing “Dichiarazione altri fabbricanti”).

The “Dati Generali Dicharati” feature must be used the first time the system is
accessed by the user as all other functions remain disabled until such time as the
user’s personal details have been completed. Therefore, only after this process, can
the user gain access to the Dispositivi Medici di classe I, Il a/b, 111 area.
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2.4.1 “Gestione Dati azienda Menu option

Screen flowchart:

f\. Salva
Dati Generali Dichiarante ( DatiAnagra
waxI ficilltente
_A-J"""'J_'_'_'_'_’_'__'—

-
-
Menl e
FormRicerca
Fabbricante
\ .
\ 7N
7/
\\ \
% Dichiarazine Altr Fabbricanti \\Ricerca
\. _/ Inserisci N\
\ ‘ \
- UtenteDatiFabbric
\ antelnseriemnto
/ /I'J
\_ 4 ‘{_,/
Ricer}\aACancella / Salvg.—
' _/_4‘
NN/ g
/ —

\ el -
CorrelazioneUtent UtenteDatiF abbri
eFabbricant eLista ‘ > canteodifica

) Modifica
*\Hm
H"““*H
e
\Iisualszza\

.

UterteDatiFabbric
antetisualizza

2.4.1.1 DatiAnagraficiUtente

This page (which is accessed by clicking on the corresponding menu option “Dati
Generali Dichiarante™) allows the user to manage his own company’s personal data.
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This function must be used the first time the system is accessed by the user as all
other functions remain disabled until such time as the user’s personal details have
been completed.

The page displays the general data (in read-only format) which the
Fab/Man/RIC/ASD user has already indicated in the initial phase of access to the
application. In particular, the following are indicated:
e Name, Surname and Fiscal code of the individual delegated
e Name, Fiscal Code and VAT number of the company that the
user represents.

The user must complete the data regarding his company n reference to:

e Legal Headquarters (required)

e Legal representation (required)

e Contact reference

e Registration according to the provisions of Art.13 Legislative
Decree 46/97 (optional)

e Details of the person responsible for vigilance of the DM
(optional)

Having registered this information, the user must enter his electronic signature.
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Home > Dati Azienda > Gestione Dati Azienda > D=ti Generali Dichiarants T

Inserimento Dati Generali Dichiarante

ED\.!H di registrazione della persona delegata
1 Codice Fiscale: MEAVRDTAL1IFE3GM
Cognome: marnio
Nome: verdi

' Dati Generali dell'Azienda |

* Denominazione: [842VES
Codice Fiscale: IA-a_:-_-a.AA.l 23488421
Partita IVA / VAT number: [1221:122222

Sede legale
* Mazione: | [TALIA =1

Comune: | FROSINONE Cerca
Provincia: I FR
Localita Straniera: |

* C.AP.JZIP code: Icswe

* Indirizzo: {VIA MARITTINA

Telefono: Iue: 23458

e-miail: finfe Fhavarit

Legale rappresentante

* Cognome: [LaROCCA

* Mome: [BENIAMIND

Riferimente per comunicazioni
*Cognome: LAROCCA

“Nome: EENIAVING
Ufficio: |
* Telefono: E;:!-::‘:____—_-
* Fax: W

e-miail: |

Registrazione ai sensi dell'art.13 Digs 46 /97

Eventuale num. di registrazione art. 13 Digs |
a46/97 :

Dati del responsabile della vigilanza sul DM |
Cognome: [ROES!

Nome: |EDULARDO

Telefono: 20566665
Fax: zbéseésé

e-miail jedusrdorosziTaanitait

* campo obbligatorio

Detail Fields
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Field Name

| Description

Registration details of the delegated individual

Codice Fiscale

Fiscal code of the delegated individual
This field cannot be edited

Cognome Surname of the delegated individual
This field cannot be edited
Nome Name of the delegated individual

This field cannot be edited

General company data

Nome

Name of the Manufacturer
This field cannot be edited

Codice Fiscale

Fiscal code of the manufacturer.

This field can only be edited this first time the user accesses the system.
Such information is required for companies who have registered as having
legal Headquarters in Italy.

Partita
IVAIVAT
Number

VAT number of the manufacturer.

This field can only be edited this first time the user accesses the system.
Such information is required for companies who have registered as having
legal Headquarters in a country other than Italy.

General company data — legal Headquarters

Sede Legale — Nation of legal Headquarters of the manufacturer

Nazione

Sede Legale — Council of the legal Headquarters of the manufacturer

Comune To select a town from the legal places of Headquarters, click on “Cerca”: a
look-up will open where the user can search for a council.
If the legal Headquarters is “Italia”, then “Comune” and “Provinca” must
be indicated otherwise state the “Localita straniera”

Sede Legale — The foreign location of legal Headquarters of he manufacturer.

Provincia If the legal Headquarters is “Italia”, then “Comune” and “Provinca” must
be indicated otherwise state the “Localita straniera”

Sede Legale- Postcode or Zip code of the legal Headquarters of the Manufacturer

C.A.P/Zip code

Sede Legale- Address of the legal Headquarters of the Manufacturer

Indirizzo

Sede Legale- Telephone number of the legal Headquarters of the Manufacturer

Telefono

Sede Legale- Email address of the legal Headquarters of the Manufacturer

email

General company data — legal representative

Legale
rappresentante—
Cognome

Name of the Manufacturer ‘s legal representative.

Legale
rappresentante—
Nome

Surname of the Manufacturer ‘s legal representative.

General company data — Contact reference

Riferimento per

| Name of individual to contact to make official communications.
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comunicazioni —
Nome

Alternatively the following must be stated:
e The name and surname of the individual to whom official
communications must be referred.
e The department to which official communications must be referred.

Riferimento per
comunicazioni —
Cognome

Surname of individual to contact to make for official communications.
Alternatively the following must be stated:
e The name and surname of the individual to whom official
communications must be referred.
e The department to which official communications must be referred.

Riferimento per
comunicazioni —
Ufficio

Office to contact to make official communications.
Alternatively the following must be stated:
e The name and surname of the individual to whom official
communications must be referred.
e The department to which official communications must be referred.

Riferimento per
comunicazioni —
Telefono

e Telephone number of the office of the person to contact in order to
make official communications.

Riferimento per
comunicazioni
-Fax

e Fax number of the office of the person to contact in order to make
official communications.

Riferimento per
comunicazioni —
e-mail

e Email address of the office of the person to contact in order to make
official communications.

Registration in accordance with Art.13 Dlgs 46/97

Eventuale num.
Di registrazione
art.13 Dlgs 46/97

Art.13 Dlgs 46/97 —Final registration no.

Data of person responsible for vigilance over DM

Responsible della
vigilanza sul DM
— Nome

Name of the person responsible for vigilance over DM

Responsible della
vigilanza sul DM
— Cognome

Surname of the person responsible for vigilance over DM

Responsible della
vigilanza sul DM
— Telefono

Telephone number of the person responsible for vigilance over DM

Responsible della
vigilanza sul DM
— Fax

Fax number of the person responsible for vigilance over DM

Responsible della
vigilanza sul DM

e-mail

Email address of the person responsible for vigilance over DM

Operations available:

| Action

| Description

| Page name
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| Salva | Allows the user to save the information inserted | Same \

2.4.1.2 CorrelazioneUtentefabbricanteLista

This page allows the user to view the list of manufacturers that he represents and to
filter the same list by stipulating one or more search criteria.

Home > Dati Azienda > Gestione Dati Azienda > Dichizrazions zltri fabbricanti ?

Lista fabbricanti rappresentati dall’'utente

Criteri di Ricerca

Fabbricante: |
Codice Fiscale: |

Partita IVA / VAT number : |

Nazione: | [TALIA -

Ricerca | Reset |

Partita IVA /

Fibaninaand Nazione Selezumaé

Fabbricante Codice fiscale

|BRISTOL |BRL234TRO347Y56Y|12345678501 |1TALIA I

IMEDICALFACTORY

Fagina 1 di 1

Seleziona: Cliccare su uno dei quadratini in corrispondenza del componente o dei component: presenti nella lista
a seconda delle operazioni.

Inserisci | Modifica |
Search Detail Fields
Field Name Description
Fabbricante The name (or beginning) of the manufacturer can be indicated
Codice Fiscale The Fiscal code of the manufacturer can be indicated
Partita IVA/VAT Number The VAT number of the manufacturer can be indicated.
Nazione The manufacturer’s nationality can be selected from the

mono-selection list.

Correlated Manufacturer List Detail Fields

Field Name Description

Fabbricante Name of the Manufacturer correlated.

Codice Fiscale The Fiscal code of the manufacturer correlated
Partita IVA/VAT Number The VAT number of the manufacturer correlated.
Nazione The correlated manufacturer’s nationality.

Operations available

Action Description Page name
Ricerca Runs a search with criteria entered and displays the Same
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list of products that match that criteria.

Reset Clears the search criteria previously put in place Same

Inserisci Grants the user access to the page that allows himto | UtenteDatiFabbricante
create a new link with another manufacturer. Inserimento

Modifica Grants the user access to the data page of the UtenteDatiFabbricante

Manufacturer selected in order to edit the details

Modifica

Visualizza Grants the user access to the data page of the
Manufacturer selected in read-only format

UtenteDatiFabbricante
Visualizza

Cancella Allows the user to delete a link with a selected Same
Manufacturer.
24.1.3 FormRicercaFabbricante

This page allows the user to run a search of a manufacturer he represents, to be

indicated.

Other than the nation, the fiscal code or the VAT number must be specified as search

criteria.

Should the search have a positive outcome, i.e. the manufacturer is present in the
database, the information resulting from the search on the Manufacturer will be

displayed.

Should the search have a negative outcome, i.e. the manufacturer is not
database, the data entry fields of a new Manufacturer will be displayed.

Home > Dati Azienda > Gestione Dati Azienda > Dichjarzzicne sltri fabbricant

Inserimento Altro Fabbricante

Ricerca per Inserimento

Fabbricante: |

Codice Fiscale: |

Partita IVA / VAT number: |

present in the

Nazione: | IT&Ll& |
_Ricerca |
Search Detail Fields
Field Name Description
Fabbricante The manufacturer can be indicated
Codice Fiscale The Fiscal code of the manufacturer can be indicated
Partita IVA/VAT Number The VAT number of the manufacturer can be indicated.
Nazione The manufacturer’s nationality can be selected from the
mono-selection list.
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| The default setting displays “Italia

Operations available

Action Description Page name
Ricerca Runs a search with criteria entered allowing the UtentiDatiFabbricante
existence of the manufacturer with whom the user Inserimento.
wishes to be linked, to be verified.
2.4.1.4 UtenteDatiFabbricantelnserimento

This page allows the user to link a new manufacturer to himself.

If the manufacturer (after having carried out the search, see previous paragraph) is
present in the database, the information on the Manufacturer resulting from the search
will be displayed in the “Dati Fabbricante” box. Then clicking on the “Salva” button
the link between the user and the manufacturer is created.
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Home > Dati Azienda > Gestione Dati Azienda > Dichizrzzione zlbri fabbricanti

Inserimento Altro Fabbricante

Ricerca per Inserimento |

Fabbricante: g2

Codice Fiscale: |

Partita IVA / VAT number: |

Nazione: | [TALIA

_Ricerca |

Correlazione deli'Utente con il Fabbricante gia esistente.

Dati Fabbricante |

* Fabbricante: [EAvER

Codice Fiscale:

* Nazione: |{I[TALL&

Partita IVA / VAT number: 12211122222

Comune: [FROSINONE

Provincia: |FR

Localita Straniera: |

* C.AP.fZIP code: ics:r.‘-c-

* Indirizzo: [VIA MARITTIMA

* Telefono: 05123256

e-mail: ;inFc Ehayerit

* campo obbligatorio

Il salvataggio permatte la registrazione della relazione tra il fabbricante & |'Utents.

ista |

If the manufacturer (after having carried out the search, see previous paragraph) is not
present in the database, the “Dati Fabbricante” fields are left empty so that the user
can enter the information regarding a new manufacturer. Then clicking on the “Salva”
button the manufacturer is inserted into the database and subsequently the system
creates a link between the user and the manufacturer entered.
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Home > Dati Azienda > Gestione Dati Azienda > Dichiarzzione altri fabbricanti

Inserimento Altro Fabbricante

Ricerca per Inserimento ]

Fabbricante: |

Codice Fiscale: [22w5w525225

Partita IVA / VAT number: |

Nazione: | ITaL1&

_Ricerea |

Fabbricante inesistente per il codice fiscale digitato

Dati Fabbricante

* Fabbricante: |

Codice Fiscale:§
Partita IVA / VAT number:%

* Nazione: |

Comune: |

Prnvincia:;

Cerca

Localita Straniera: |

* Indirizzo: |

* C.A.P./2IP code:}

* Telefono: |

e-mail: |

* campo obbligatorio

1l salvataggio permetis |la registrazione del fabbricante = |z relativa relzzions con |'Utents.

Search Detail Fields

Field Name Description

Codice Fiscale

The Fiscal code of the manufacturer can be indicated

VAT number The VAT number of the manufacturer can be indicated.
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Nazione

The manufacturer’s nationality can be selected from the list.
The default setting displays “Italia”.

Manufacturer Data Fields

Field Name

Description

Fabbricante

Name of the manufacturer.

Codice Fiscale

Fiscal code of the manufacturer.
This field can only be edited in the insertion phase.
Required if Italy has been indicated as the Nation.

Partita IVA/VAT
number

VAT number of the manufacturer.
This field can only be in the insertion phase.
Required if the Nation indicated is a country other than Italy.

Nazione

Nationality of the manufacturer

Comune

City of the manufacturer.

To select a city, click on “Cerca”: a look-up will open where the
user can search for the city.

If the legal Headquarters is “Italia”, then “Comune” and “Provinca”
must be indicated, otherwise state the “Localita straniera”

Provincia

Province of the manufacturer.

To select a Province, click on “Cerca”: a look-up will open where
the user can search for the Province.

If the legal Headquarters is “Italia”, then “Comune” and “Provinca”
must be indicated, otherwise state the “Localita straniera”

Localita Straniera

The foreign location of the manufacturer.

If the nation was identified as “Italia” in the insertion phase, then
“Comune” and “Provinca” must be indicated, otherwise state the
“Localita straniera”

Indirizzo Address of the Manufacturer

C.A.P/Zip code Postcode or Zip code of the Manufacturer
Telefono Telephone number of the Manufacturer
Email Email address of the Manufacturer

Operations available

Action Description Page name
Ricerca Runs a search with criteria entered allowing the Same
existence of the manufacturer with whom the user
wishes to be linked, to be verified.
Salva Saves the link with the manufacturer selected or inserted | CorrelazioneUtenteFa
bbricanteLista.
Lista Allows the user to return to the list of manufacturers CorrelazioneUtenteFa
linked to the user bbricanteLista.
2.4.1.5 UtenteDatiFabbricanteModifica

This page allows the user to edit the data of the Manufacturer selected. The user can

only edit the data of manufacturers that he has entered personally.
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However, the data of companies that also have other users acting as manufacturers,
may no longer be edited.

Those users (who evidently registered in a later phase) may then edit the data
regarding the companies in question, using the “Gestione Dati Azienda>Dati Generali
Dichiarante” feature.

Homa > Dati Azienda > Gestione Dati Azienda> Dichiarazione altri fabbricanti 7

Modifica Dati Fabbricante

Dati Fabbricante

* Fabbricante: [BRISTOL

Codice Fiscale: [ERL234TRD347VSEY

Partita IVA / VAT number: [1234527830:

“ Nazione: gi—&.u-'-

Comune: ii._—-{r\o Carca

Provincia: i-‘_'—i

Localita Straniera: |

* Indirizzo:

Salva | Lista §
Data Fields
Field Name Description
Fabbricante Name of the manufacturer. Cannot be edited.
Codice Fiscale Fiscal code of the manufacturer. Cannot be edited.

Partita IVA/VAT number VAT number of the manufacturer.
This field can only be in the insertion phase.
Required if the Nation indicated is a country other than Italy.

Nazione Nationality of the manufacturer. Cannot be edited.

Comune City of the manufacturer.

To select a city, click on “Cerca”: a look-up will open where
the user can search for the city.

If the nation of the manufacturer is “Italia”, then “Comune”
and “Provinca” must be indicated, otherwise state the
“Localita straniera”

Provincia Province of the manufacturer.

To select a Province, click on “Cerca”: a look-up will open
where the user can search for the Province.

If the nation of the manufacturer is “Italia”, then “Comune”
and “Provinca” must be indicated, otherwise state the
“Localita straniera”

Localita Straniera The foreign location of the manufacturer.
If the nation was identified as “Italia”, then “Comune” and
“Provinca” must be indicated, otherwise state the “Localita
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straniera”
Indirizzo Address of the Manufacturer
C.A.P/Zip code Postcode or Zip code of the Manufacturer
Telefono Telephone number of the Manufacturer
Email Email address of the Manufacturer
Operations available
Action Description Page name

Salva (is present | Saves the changes made by the user.
only if the user is
authorised to edit
the information
of the
Manufacturer
selected)

CorrelazioneUtenteFa
bbricanteL.ista.

Lista Allows the user to return to the list of
manufacturers linked to the user

CorrelazioneUtenteFa
bbricanteLista.

2.4.1.6 UtenteDatiFabbricanteVisualizza

This page grants the user access to the data of the manufacturer selected in read-only

format.

Home > Dati Azienda > Gestione Dati Azienda® Dichizrazions zltri fabbricanti

Visualizzazione Dati Fabbricante

Dati Fabbricante

* Nazione:

|
§
Partita IVA / VAT number: |12345678301
i
|

wwwww

* Comune:

Provincia: gc-.

Localita Straniera: |

* Indirizzo: (11224

* C.A.P./ZIP code: i

* Telefono: 55353556

e-mail: {mail@anc.it

: f
[Lista |

Data Fields
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Field Name

Description

Fabbricante

Name of the manufacturer.

Codice Fiscale

Fiscal code of the manufacturer.

Partita IVA/VAT number

VAT number of the manufacturer.

Nazione

Nationality of the manufacturer. Cannot be edited.

Comune City of the manufacturer.

Provincia Province of the manufacturer.

Localita Straniera The foreign location of the manufacturer.
Indirizzo Address of the Manufacturer

C.A.P/Zip code Postcode or Zip code of the Manufacturer
Telefono Telephone number of the Manufacturer
e-mail Email address of the Manufacturer

Operations available

Action

Description

Page name

Lista Allows the user to return to the list of
manufacturers linked to the user

bbricanteLista.
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