Nbrilake

Manufacturer’s Declaration to Regulation (EU) 2023/607

According to Regulation (EU)2017/745 (MDR) and regarding the transitional provisions Kuraray Noritake
Dental Inc. declares the amendments to Article 120 of the MDR, as amended by Regulation (EU) 2023/607

applies to the following device(s):

Manufacturer name: | Kuraray Noritake Dental Inc.

Manufacturer address and contact details:

1621 Sakazu, Kurashiki,
Okayama, 710-0801

Japan

Single Registration Number (SRN) (if available):

JP-MF-000017326

Authorised Representative name

Emergo Europe BV

Authorised Representative address and contact details

Westervoortsedijk 60
6827 AT, Arnhem
THE NETHERLANDS

Single Registration Number (SRN)

NL-AR-000000116

Notified body name (if applicable)

TUV Rheinland LGA Products GmbH
See attached schedule

Notified body number (if applicable)

0197

See attached schedule

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

HD 2094592-1
See attached schedule

Original expiry date as indicated on the Directive
Certificate prior to the extension of the validity (if
applicable)

2024-05-26
See attached schedule

End date of extended validity/transition period

Class 11a:2028-12-31
Class Ill: 2027-12-31
See attached schedule
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We, as the manufacturer declare under our sole responsibility:

e 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?

e 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

e Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021, was/were not withdrawn by 20 March 2023

e Choose applicable statements:
O Expired before 20 March 2023:

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

O 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)

[0 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)

Expired/expires after 20 March 2023:
A formal application to the notified body in accordance with Section 4.3, first

subparagraph of Annex VIl MDR for conformity assessment has been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s)

1 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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listed in the attached schedule or its substitute and a signed written agreement is/will be

in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before
26 September 2024.

> Up-classified 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 A formal application to the notified body in accordance with Section 4.3, first subparagraph
of Annex VIl MDR for conformity assessment has 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 substitute and a signed written agreement is/will be in place in accordance with Section
4.3, second subparagraph of Annex VIl MDR before 26 September 2024.

> Quality Management System (QMS)
e Choose one applicable statement:
[0 AQMSinaccordance 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.

0 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 The device(s) has/have not been significantly changed in its/their design and intended purpose
since 26 May 2021.

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:
Full Company Name Kuraray Noritake Dental Inc
Location & Date Tokyo, Japan, 2024-05-16

Signature, Print Name, Title

W‘}L&P Wond Yasujiro Ohara General Manager of Quality Assurance Department
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Schedule of Devices
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The above Manufacturer’s Declaration is valid for the following devices:

Device identification Directive Certificate | Original expiry Notified Body Classification End date of | Substitute Device
(e.g., device name, number(s) to which | date? name and number | and rule under | extended
family / group name this confirmation is the MDR validity / Not applicable
device model or made O Not applicable o Not applicable transition
catalogue number) period
0 Not applicable
CLEARFIL  FIl  NEW | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | I1a 2028-12-31 | N/A
BOND Products GmbH Rule 8
0197
CLEARFIL  CORE NEW | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | 12 2028-12-31 | N/A
BOND Products GmbH Rule 8
0197
CLEARFIL ST OPAQUER | HD 2094592-1 2024-05-26 TUV Rheinland LGA | !l2 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL PHOTO | Hp 2094592-1 2024-05-26 TOV Rheinland LGA | Ila 2028-12-31 | N/A
0197

2 As indicated on the Directive Certificate prior to the extension of the validity.
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Device identification Directive Certificate | Original expiry Notified Body Classification End date of | Substitute Device
(e.g., device name, number(s) to which | date? name and number | and rule under | extended
family / group name this confirmation is the MDR validity / Not applicable
device model or made O Not applicable o Not applicable transition
catalogue number) period
0 Not applicable
CLEARFIL AP-X HD 2094592-1 2024-05-26 TUV Rheinland LGA | 12 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL PHOTO CORE | Hp 2094592-1 2024-05-26 TOV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 8
0197
K ETCHANT GEL HD 2094592-1 2024-05-26 TUV Rheinland LGA | !l2 2028-12-31 | N/A
Products GmbH Rule 6
0197
CLEARFILNEW BOND | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL PHOTO BOND | Hp 2094592-1 2024-05-26 TOV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL  PORCELAIN | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
BOND ACTIVATOR Products GmbH Rule 8
0197
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Device identification Directive Certificate | Original expiry Notified Body Classification End date of | Substitute Device
(e.g., device name, number(s) to which | date? name and number | and rule under | extended
family / group name this confirmation is the MDR validity / Not applicable
device model or made O Not applicable o Not applicable transition
catalogue number) period
o Not applicable
CARIES DETECTOR HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 6
0197
PANAVIA 21 HD 2094592-1 2024-05-26 TUV Rheinland LGA | 1 2028-12-31 | N/A
Products GmbH Rule 8
0197
ALLOY PRIMER HD 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL LINER BOND | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | !12 2028-12-31 | N/A
2V Products GmbH Rule 8
0197
CLEARFIL SE BOND HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL REPAIR HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL SA PRIMER HD 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
Products GmbH Rule 8
0197
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Device identification Directive Certificate | Original expiry Notified Body Classification End date of | Substitute Device
(e.g., device name, number(s) to which | date? name and number | and rule under | extended
family / group name this confirmation is the MDR validity / Not applicable
device model or made O Not applicable o Not applicable transition
catalogue number) period
o Not applicable
CLEARFIL AP-X PLT HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 8
0197
PANAVIA F2.0 HD 2094592-1 2024-05-26 TUV Rheinland LGA | 1 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL SE Protect HD 2094592-1 2024-05-26 TOV Rheinland LGA | 2027-12-31 | N/A
ID 60147083 0001 Products GmbH Rule 8
0197
CLEARFIL PHOTO CORE | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | 12 2028-12-31 | N/A
PLT Products GmbH Rule 8
0197
CLEARFIL MAJESTY | HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Posterior Products GmbH Rule 8
0197
CLEARFIL MAJESTY | HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Esthetic Products GmbH Rule 8
0197
CLEARFIL MAJESTY | HD 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
Flow Products GmbH Rule 8
0197
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Device identification Directive Certificate | Original expiry Notified Body Classification End date of | Substitute Device
(e.g., device name, number(s) to which | date? name and number | and rule under | extended
family / group name this confirmation is the MDR validity / Not applicable
device model or made O Not applicable o Not applicable transition
catalogue number) period
0 Not applicable
CLEARFIL MAJESTY | HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Posterior PLT Products GmbH Rule 8
0197
CLEARFIL PHOTO | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | !l2 2028-12-31 | N/A
BRIGHT Products GmbH Rule 8
0197
CLEARFILDC CORE PLUS | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
Products GmbH Rule 8
0197
TEETHMATE HD 2094592-1 2024-05-26 TUV Rheinland LGA | !12 2028-12-31 | N/A
DESENSITIZER Products GmbH Rule 8
0197
CLEARFIL MAJESTY ES-2 | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL Performance | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Pro Products GmbH Rule 8
0197
CLEARFIL LINER BOND F | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
Products GmbH Rule 8
0197
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Device identification Directive Certificate | Original expiry Notified Body Classification End date of | Substitute Device
(e.g., device name, number(s) to which | date? name and number | and rule under | extended
family / group name this confirmation is the MDR validity / Not applicable
device model or made O Not applicable o Not applicable transition
catalogue number) period
o Not applicable
CLEARFIL TRI-S BOND | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Universal Products GmbH Rule 8
0197
CLEARFIL SE BOND 2 HD 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL DC Activator | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
Products GmbH Rule 8
0197
K-ETCHANT Syringe HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 6
0197
CLEARFIL MAJESTY ES | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
FLOW Products GmbH Rule 8
0197
CLEARFIL TRI-S BOND | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
UniVersaI Kit Products GmbH Rule 8
0197
KATANA AVENCIA Block | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | 12 2028-12-31 | N/A
Products GmbH Rule 6
0197
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Device identification Directive Certificate | Original expiry Notified Body Classification End date of | Substitute Device
(e.g., device name, number(s) to which | date? name and number | and rule under | extended
family / group name this confirmation is the MDR validity / Not applicable
device model or made O Not applicable o Not applicable transition
catalogue number) period
o Not applicable
PANAVIA V5 HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 8
0197
CLEARFIL  CERAMIC | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
PRIMER PLUS Products GmbH Rule 8
0197
CLEARFIL  Universal | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | !l 2028-12-31 | N/A
Bond Quick Products GmbH Rule 8
0197
CLEARFIL DC CORE PLUS | Hp 2094592-1 2024-05-26 TUV Rheinland LGA | !12 2028-12-31 | N/A
& Quick KIT Products GmbH Rule 8
0197
PANAVIA SA  Cement | yp 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Universal Products GmbH Rule 8
0197
KATANA Cleaner HD 2094592-1 2024-05-26 TUV Rheinland LGA | Ila 2028-12-31 | N/A
Products GmbH Rule 6
0197
PANAVIA Veneer LC HD 2094592-1 2024-05-26 TUV Rheinland LGA | 1 2028-12-31 | N/A
Products GmbH Rule 8
0197
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