MODULO 2_Rev01 – 20.09.2021


INSTRUCTIONS FOR COMPLETING AND SENDING THE FORM
	The office of the Ministry of Health responsible for verifying the forms will not be able to consider valid the documentation compiled differently from the indications listed below; therefore, if incomplete, due integration will be required.

Indications:

- This form must be filled out in order to proceed with access to the medical devices database to record data relating to active medical and implantable devices. Different forms and methods are provided for in vitro diagnostic medical devices and custom-made devices, for which reference is made to the website of the Ministry of Health.

- In the fields where the email address is requested, enter an email address and not a PEC address.

- Clearly indicate the roles of the companies.

- It is requested to attach to this form the identification documents (legible and valid) of the legal representatives.

- In the case of delegation to an Italian company, it is requested to upload the form in PDF format directly into the medical devices database

- In the case of delegation to a foreign company, it is requested to send the form in PDF format, via email or PEC with the subject “Communication of delegation for access and data entry in BD medical devices” to the address: dgfdm@postacert.sanita.it 

 


Ministry of Health

General Directorate of Medical Devices and

Pharmaceutical Service

Office 3

PEC: dgfdm@postacert.sanita.it

Subject: Communication of delegation from delegating company to delegated company and related designation of the person responsible for entering and updating the data referred to in the Ministerial Decree of 21 December 2009 in the database of the Ministry of Health and in the repertoire of medical devices in Italy.
	Fields managed by the DELEGATING company
	The company____Viamed Ltd_____________________________________________________

VAT Numbe_287389593_________________________________________________________

With registered office in (indicate the full address)

__15 Station Road, Cross Hills, Keighley BD20 7DT, UK_________________________________

Telephone ___+44 (0)1535 634542______________________________

e-mail ____ info@viamed.co.uk_______________________

PEC (optional field) ________________________________________

for devices that will be registered in the database and possibly included in the medical device directory, acts as (indicate with an X the letter of interest; it is also possible to indicate more than one item):

a) manufacturer, as defined in Article 1, paragraph 2, letter f) of Legislative Decree 24 February 1997, no. 46;

b) subject referred to in Article 12, paragraph 2 of Legislative Decree 24 February 1997, no. 46 (assembler);

X c) EU agent designated by the manufacturer, referred to in Article 13, paragraph 2 of Legislative Decree 24 February 1997, no. 46.

For the purposes of entering and updating data in the medical device database of the Ministry of Health, the legal representative of the delegating company

Name___________________________

Surname___________________________

Born in___________________________ on_____________________________________

Fiscal code (*) _____________________________________________

e-mail ___________________________________


DELEGATES
to carry out the registration and communication operations of information within the database of medical devices of the Ministry of Health in compliance with the obligations set forth in art. 13 of Legislative Decree 24 February 1997, n. 46

	Fields managed by the DELEGATED and DECLARING company
	The company __Piramal Critical Care Italia S.p.A.________________________________________

Fiscal code or o VAT Number of the company ____03981260239____________________________
With registered office in (indicate the full address) __Via XXIV Maggio 62/a – 37057 San Giovanni Lupatoto (VR) - Italy________________________________________________________________

Telephone __+39 0458753281__________________________________ 

e-mail __michela.vantini@piramal.com___________________________

PEC (optional field) __piramalitalia@legalmail.it____________________

which, for the devices that will be registered in the database and possibly included in the medical devices directory, plays the role of (indicate with an X the letter of interest; it is also possible to indicate more than one item):

a) manufacturer, as defined in Article 1, paragraph 2, letter f) of Legislative Decree 24 February 1997, no. 46;

X b) subject referred to in Article 12, paragraph 2 of Legislative Decree 24 February 1997, no. 46 (assembler);

c) EU agent designated by the manufacturer, referred to in Article 13, paragraph 2 of Legislative Decree 24 February 1997, no. 46;

X d) company validly delegated by the figures referred to in letters a, b or c.

Therefore, to enter the data in the medical devices database of the Ministry of Health, the legal representative of the delegated and declaring company

Name ___Renata________________________

Surname___Ferrari________________________

Born in ___Mirandola (MO) __________________ on__02/05/1986______________________

Fiscal code (*) _FRR RNT 68e42 F240U____________________________________________

e-mail ___michela.vantini@piramal.com________________________________

DESIGNATES AS RESPONSIBLE FOR THE COMPUTER COMMUNICATION OF DATA REFERRED TO IN THE MINISTERIAL DECREE OF 21 DECEMBER 2009
       X     Sé stesso 

· Dipendente dell’azienda delegata e dichiarante
Nel caso di “Dipendente dell’azienda delegata e dichiarante” inserire la firma e i dati del dipendente:

Nome___________________________

Cognome___________________________

nato a___________________________ il_____________________________-

codice fiscale (*) _____________________________________________

email ___________________________________.




Date    3rd February 2025
Signature of the legal representative of the delegating company

Signature of the legal representative of the delegated company

Signature of the employee designated by the delegated company

Attachments – copy of valid identification documents of the legal representatives of the companies involved containing the handwritten signature

(*) If the subject does not have an Italian tax code, it is necessary to indicate a unique identifier valid in the country of origin 
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