@ CATTANI

AR TECHNOLOGY

Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards
the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in particular

with respect to

o the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive Certificates)

and/or’

e the compliance of the devices and us as their

placing on the market and putting into service

manufacturer with the conditions for the continued

Manufacturer name

CATTANI S.p.A.

Manufacturer address and contact details

Registered office - Operational headquarters
Via Natta, 6/A

43122 PARMA (PR)

Italy

Email: inffo@cattani.it

Phone number: +39 0521 607604

Single Registration Number (SRN) (if available)

IT-MF-000028863

Authorised Representative name (if applicable) NA
Authorised Representative address and contact details NA
Single Registration Number (SRN) (if available) NA

Notified body name (if applicable)

See attached schedule

Notified body number (if applicable)

See attached schedule

Directive Certificate number(s)
to which this confirmation is made (if applicable)

See attached schedule

Original expiry date as indicated on the Directive Certificate

prior to the extension of the validity (if applicable)

See attached schedule

End date of extended validity/transition period

See attached schedule

‘ The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not require

the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the
conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.
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We, as the manufacturer declare under our sole responsibility:

o for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

¢ the listed device(s) in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting into

service,

namely by fulfilling the following conditions:

> Directive Certificate(s) as listed above or in the attached schedule

o Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:

O Expired before 20 March 2023:

O

O

a

Before the original date of expiry as indicated on the Directive Certificate(s), we and the
notified body have signed written agreement(s) in accordance with Section 4.3, second
subparagraph of Annex VIl to this Regulation for the conformity assessment(s) in respect of
the device(s) covered by the expired certificate(s) or in respect of a device(s) intended to
substitute that/those device(s), or

A Competent Authority has granted a derogation from the applicable conformity assessment
procedure in accordance with Article 59(1) MDR (may be provided upon request), or

A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR,
to carry out the applicable conformity assessment procedure (may be provided upon
request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement
per Article 97(1) has been granted by a Competent Authority:

O

O

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed in
the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be in
place in accordance with Section 4.3, second subparagraph of Annex VII MDR before 26
September 2024.

We do not intent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

X Expired/expires after 20 March 2023:

Choose one applicable statement:

=

O

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has made by us to a notified body no later
than 26 May 2024 for the device(s) listed in the attached schedule its substitute(s) and
signed written agreement(s) is be in place in accordance with Section 4.3, second
subparagraph of Annex VII MDR before 26 September 2024.

We do not intent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

2 . ' . . . .
The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not require

the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the
conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body
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> l]pclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May
2021 and for which the conformity assessment procedure pursuant to this Regulation requires the
involvement of a notified body:

Choose one applicable statement:

O Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of
Annex VII MDR for conformity assessment has/have been made or will be made/submitted by
us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule
or its/their substitutes and signed written agreement(s) is/will be in place in accordance with
Section 4.3, second subparagraph of Annex VII MDR before 26 September 2024.

0O We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

Y

Quality Management System (QMS)
Choose one applicable statement:

O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
® A QMS in accordance with Article 10(9) MDR is in place.
O A notified body has issued the attached certificate for the MDR-compliant QMS.

> Device(s) as listed in the attached schedule

e The device(s) continue to comply with the AIMDD or MDD.

e There are no significant changes in the design and intended purpose.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:
CATTANI S.p.A.

Parma (PR), 19/04/2024

Chief Excutive Officer

Ennio Cattani

/
/ /s

Utne L VIV

Page 3 of 5 - rev.0 19/04/2024




”“. CATTANI
7

Page 4 of 5 - rev.0 19/04/2024



¥202/¥0/61 0'Ad1 - G Jo G abed

(enoqe

paulyep se aq pinoys }i 8doos oLeUSH B Sey 8jedYILSd BU) Ji AJUO PUE ‘@}edlLIBd BU Ul SE 8q PINOYS UOKEOIUSP! BU) (S)eledliied AAW/AAINIV YiM S8OIASP o)

VN | 820z Joquiadaq L¢ SZv0 'N'O—'V'd'S WIDI | SZ¥0 'N'O - 'v'd's WIDI 92'S0'¥20Z | L0-L¥LE£00-AIN-SZ0 sdiy suopeudse |ejuaq
VN 8202 Jaquiadaq L¢ SZ¥0 'N'O - "v'd'S WIDI 6Zp0 'N'O - 'v'd’s WIOI 92'50'v202 L0-€€1€00-A3N-S2¥0 siossaidwod ss?| |10
VN | 820z Jequadaq |g S2¥0 'N'O— V'd'S WIDI | SZ¥0 'N'O- v'd's WIDI 92'60'9Z0Z | L0-€£1£00-QIW-GZ¥0 | ..L3r IdSV,, Jojendse [eyusq
(ejqeodde y)
Ayiprjea
8y} Jo uoisualxa (sjgeoydde y1)
(e1qeoydde y) ayj o3 Joud apew (Joquinu
poisad (ajqeondde 1) E)LTITHIEYe) (s) @ayeoayyipian S1 uoljew.yuod anBojejed 1o [apow
uonisues} | paubis Joesuod/pabpo) 9Al3O3lIIg 9Al3o3IIQ SIY} YdI1ym 03 |  soinap sweu dnolbjAjiwey
(e1geondde y) | Kyipijea sem uoijeoljdde 3y} panssi jey} | ayj uo pajeaipul (s)soqwinu ‘Dweu ao1Aap “6°9)
(s)aoneqg papuaixa | ¥YAW @Y} 218ym Jaquinu | Jaqunu pue aweu se ajep ajeolyian c(s)aomap
aynjsqng jo @jep puz | pue aweu Apog paynoN Apog paynoN Andxa jeuibug B8Al3dalIg 3yj jo uoneoyyuap|

:$901A9p BUIMO||0) B} 10} PI[EA SI UOBIRDD( S J8INjoRINUB|\ BA0Qe BY |

INVLIYD &)

S921A8(Q O 3|NPayYosg

it "

NHD3L ¥V

Vo




