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DIPLOMAT DENTAL s.r.o.
Vrbovská cesta 17
9210'| PieŠťany
Slovak Republic

Attn. Tomáš Nerád/ executive manager

Our reference
MlTl2o24ĺP061

Contact person
Michal Tomin I +421 915 366 774

BRATISLAVA
15.3.2024

Subiect: Notified Bodv Gonfirmation Letter

To whom it may concern,

Confirmatlon of the status of a forma! application, written agreement, and appropriate surveittance in
the framework of Regulation EU 20231607 amending Regutations (EU) 2O1Tť4S and (EU) 201TIT46 as
amended as regaľds the transitional provisions for certain medicat devices and in vitro diagnostic
medical devices

This letter confirms that, 3EC lnternational a.s., a Notified Body (NB) designated against Regulation (EU)
20171745 (MDR) and identified by the number 2265 on NANDo, has received á formal ápplication in
accordence wlth Sectlon 4.3, first subparagraph of Annex Vll of MDR and has signed a written agreement in
accordance wĺth Section 4.3, second subparagraph of Annex Vll of MDR with the following manufácturer:

DIPLOMAT DENTAL s.r.o.
Vrbovská cesta 17
9210'| Piešťany
Slovak Republic

SRN Number (if available): SK-MF-000002S62

The devices covered by the formal application and the written agreement mentioned above are identified in
the Tables below. Table 1 identifies the devices which an MDR application has been received, written
agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR
application has been received and a written agreement concluded, but the NB has not yet taken the
responsibiliý foľ appropriate surveillance of the corresponding devices under the applicable Dirbctive,

ln the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93ĺ42lEEc (MDD) that expired afrer 26 May 2021 and before 20 March 2023, without having been withdrawn,
thĺs letter also confirms that the manufacturer signed the written agreement under MDŔ by the date of
MDD/AIMDD certificate expiry; or provided evidence that a competent authoriý of a Member Staťe had granted
a derogation or exemption from the applicable conformiý assessment procédure in accordance witŇArticle
59(1) of MDR orArticle 97(1) of the MDR respectively, by the 20 Mar 2023lor the relevantdevices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer's continued
compliance to the other conditions specified in Article 120.3c of MDR (as amended by EU 2023!60T), are
shown below:

. . 26 May 2026 for Class lll custom-made implantable devices

3Ec lnbmalional a.s., Hraričná 18, 821 05 Bľaĺislave, Slovaha lČo: 3o zag ooa c opH: sKzozzsgoozg
ÍelFax 00'1'21(0)2 5831 8343 / _ 45 e-ínail: in@3ec.sk Úeb: htp/,tťww.3ec"9k

. eíectiveĺtess o aŕílclency a excejien€ .

Rev.0, 28.04.2023 F41A NR Confirmation (Reg. 20231607) Page 1 of4



--

31 December 2027 for Class lll devices and Class llb implantable devices excluding Well-established
technologies (\Á/ET - sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges,
plates, wires, pins, clips and connectors)
31 December 2028 for other Class llb devices, Class lla, Class ! devices placed on the market in
sterile condition or have a measuring function
31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.9., class I devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body, llc lntrĺnrttonll r.l. ô
Hraničná 18,821 05 BratisbYa
Slovak Repubtic
lD No.: 36 789 009
t/AT No.: SK2022390073, PhD.

N82265

T : Devices covered by this letter and for which the NB is also responsible for appľopľiate
surveillance of the corresponding devices under the applicable Directive:

a

a

Kata

, Dental Units
Trade name: DIPLOMAT

, Modcls: ilIODEL PRO 800
'. I toDEL PRo 600 I
, ľloDEL oNE 200
. TODELPROTOO'MODEL
PRO 5OO 

' 
TODEL OilE

, í00
, Altemative trade names:
ľlooEL PRo 800 (DA 370'
wct 500 L, TYG! 600 L,
DA 380, TYGI 550 L)
iloDEL PRO 600 (DA 270,
TYGI 3OO L, TYGI 4OO L,
DA 280, TYGI 350 L)
MoDEL oNE 200 (DA í70'

, DA 290, DL 290, TYGI 200
,L)

MoDEL PRo 700 (Írc 350'
TYGI 5OO B, TYGI 600 B,
DL 320, TYGI 550 B)
toDEL PRo 5(x' {trc 3í0'
wot 300 B, TYot 400 B,
oL210, TYG! 350 B)
toDELoNE ĺ00 (Dc ĺ70'
Dc í80' Dc 29o' TYGI 200
B)

Class lla DIPLOIIAT ADEPT
renamed to MODEL PRO
800 / MoDEL PRO 600 /
MODEL ONE 2OO

Alternative trade name:
DA 370 rYGr 5001, TYG|
6ooL, MODEL PRO 800),
DA 380 CrY'Gr 5s0L)
renamed to Altemative
trade name: MODEL PRO
800 (DA 370, TYG| 500 L,
TYG|600 L, DA 380, TYGI
5s0 L)

Alternative trade name:
DA 270 (l-YGl 3001, TYGI l

4OOL, MODEL PRO 600 ),
DA 280 Cr-YGr 3501)
renamed to Altemative ,

trade name: MODEL PRO
600 (DA 270, TYGI 300 L,
TYGI 4OO L, DA 280, TYGI
350 L)

Alternative trade name: DA
170, DA 290 renamed to
Altemďive trade name:
MODEL ONE 200 (DA 170,
DA 290 )

DIPLOMAT LUX renamed
to MODEL ONE 200

Alternative trade name: DL
290 (MODEL ONE 200,
TYGI 200L) renamed to
Altemative name: MODEL
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MDR Devĺce
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

lf the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application. and the NB
ldentification

Device name or Basic
UDI-DI (under MDR
application)
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oNE 200 ( DL 290, TYGI
2001 )

DIPLOMAT LUX renamed'to MODEL PRO 700 I
MODEL PRO 5OO

Alternative trade name: DL
320 ( TYGI 5508 ) renamed
to Altemative trade name:
MODEL PRO 700 (DL 320,
TYGI5508 )

Alternative trade name: DL
210 fiYGl 3508 ) renamed
to MODEL PRO 500 (DL
210, TYG| 3s0B )

i DIPLOTIAT CONSUL
, renamed to MODEL PRO
,7oo t MoDEL PRO 5oO /
I MODEL ONE 1OO

: Alternative trade name: DC
, 350 (rYGt 5008, TYG|
600B,MODEL PRO 700)

' renamed to Alternative
trade name: MODEL PRO

i 700 (Dc 350 TYG| 5008,
I TYGI 6008 )

i Alternative trade name: DC
i 310 CrYGr 3OOB, TYG|
4ooB,MODEL PRO 500 )
renamed to MODEL PRO
500 (Dc 310, TYG| 3008,
TYGr 4008 )

Alternative trade name: DC
170, DC 180, DC 290
(MODEL ONE 100, TYG|
2008 ) renamed lo MODEL
oNE 100 (DC 170, DC 180,
DC 290,TYG|2008)

Table 2: Devices covercd by this letter and for which the NB is E[ responsable for appropriate
su]Yeallance of the corresponding devices under the appIicable Diľective:

N/A
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manufacturer and
verified at the pre-
application stage)

lf the MDR device is a
substitute device.
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
ldentification

Device name or Basic
UDI-Dl (under MDR
application)

Rev. 0, 28.04.2023 F41A NR Confirmation (Reg. 20231607) Page 3 of 4



--lý

Gonfi rmation Letter Revision History

2024t3t15 MtTt2024tPO61

3Ec lnbmaĺonal a.s., HrarÉná-ĺ8' 821 05 Bralislarra, slovaha co: sg zag oog lČ opH: sxzozzggoozgTel/Fax 00421 (0)2 5831 83{3 / - ,ĺ5 e'Ínail: inĺb@3ec.sr 
- - 

*Ĺ' ľ'qiň**.s"".ĺ,
. efi3di\€nes s . efiĺcjency . excellenc€ .

, lnitialissue

NB internal reference
traceable to each
version of the letter

ActionDate

Rev.0, 28.04.2023 F4'tA NR Confirmatĺon (Reg. 2o2gt6o7) Page 4 oÍ 4


