DoriDant

riDent - Hirs GmbH - Moll -A-1 len-A
Talefon: +43/1,/597 46 T4 Email: info@darident.at

Manufacturer's Declaration

In redation to Regulation (EU) 2023/807 amending Regulations (EU) 2017/745 and (EU) 2017/748 as
regards the fransitional provisions for cartain medical devices and in vitre disgnostic medical devices, in
particular with respact to

* Ihe validity of certificates issued under Councll Directive 90V385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive S3/42/EEC on Medical Devices (MDD} (Directive
Certificates) andor

» the compliance of the devices and us as their manufacturar with the conditions for the continued
placing on the market and putting into service

| Manufacturer name DoriDent Dr. Hirschberg GmbH

Mollardgasse &5a, A-1080 Wien, Austria
E-Mail: info@darident at

Manufacturer address and contact details

Single Registration Number (SRN) (if available) |

| Authorised Rapresentative name (if applicable) | n.a

Autharised Represantative address and contact detalls | na.

Single Registration Number (SRN) (if availzbie) n.a,

d Ical device cerification GmbH
Notified bedy name (if applicable) mdc medical devi ion Gm

|
B #0483

Metified body number (if applicable) i
Directive Certificate number(s) D4004000003
to which this cenfirmation is made (If applicable)
Original expiry date as indicated on the Directive 2024-05-26
Certificate prior to the extension of the validity (if
applicabba)
End date of extanded validity/transition period 2028-12-31

! Tha firat cordition is not Bpplicable in case of devices for which the sorformity assessment prossdure pursuant e MDD did not
require the imvalvernant of a nodified bady, for which the declaration of confarmity was drawn up priorbo 26 May 2021 and for which
e sonformity assessmeant procedure purauanl & this Reguialien requires tha Invalernent of a notified Doy,
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We, as the manufacturer declare under our sole responsibility:

= for the above listed Directive Certificate (or see sttached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met andsar

* the listed device(s) in the attached schedule and we as thelr manufacturer are in compliance with
the conditions listed in Article 120 3¢ of the MDR for continuesd placing on the markat and putting
into sarvice,

namaly by fulfilling the following conditions:
# Directive Certificate(s) as listed abave or in the attached schedula

= Direclive Certificate(s) covering the listed device(s) wasiwere issued aftar 25 May 2017, was/wera
valid on 28 May 2021 and have not been withdrawn afterwards,

i{ Expired/axpires affer 20 March 2023
Choose one applicable statement

R Formal appiication(s) to the notified body in accordance with Section 4.3, first subpara-
graph of Annex VIl MDR for conformity assessment has/have been made or will be
mada/submitted by us to a notified body no later than 26 May 2024 for the devicels) listed
in the attached schedule or itstheir substitute(s) and signed written agrearmant{s) isfwill be
in place in accordance with Section 4.3, second subparagragh of Annex VIl MOR befare
2B September 2024,

O We do not intent to lodge an application for confarmity assessment by 26 May 2024, thara-
fore the transition period will end on 28 May 2024

¥ Upclassified devices

In case of devices for which the conformity assessmeant procedure pursuant to MDD did naot raguire the
invahvament of & netified body, far which the declaration of conformity was drawn up prior to 26 May
2021 and for which the conformity assessment procedura pursuant to this Regulation requires the
involvameant of a nofified body:

Choose one appiicable slatemant:

O Formal applcation(s) to the notified body In accardance with Sectian 4.3, first subparagraph of
Annex Vil MDR for conformity assessment has/have been made or will be madalsubmitted by
us to & notified body no later than 28 May 2024 for the device(s) listed in the altached schadule
or its/their substitutes and signed written agreeameant(s) is/will be in place in accordance with
Section 4.3, second subparagraph of Annex VIl MDR before 28 September 2024,

0O We do not intent to lodge an application for confarmity assessment by 26 May 2024, therefare
the transition period will end on 25 May 2024,

? The firat ceaditian & not applicabie in case of davices for which the confomity assessment procadure pursuant ta MDD did not
requing the imvolvement of & nolified bady, far which I deckration af canfarmity was drawn up prior to 28 May 2021 and far which
the conforrmily assessmant procedure pursuant 1o this Regulation requires the involvement of a nofified body
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DoriDent

DoriDent - Dr. Hirschberg GmbH - Mollardgasse 85a - A - 1060 Wien - Austria
Telefon: +43/1/597 46 71 Email: Iinfoddorident. at

F Quality Management System (QMS)
Choose one applicable statement:

H A QMS in sccordance with Article 10(8) MDR will be put in place by no later than 28 May 2024
0 A QMS In accordance with Article 10(%) MDR is in place.
O A notified bedy has issued the attached certificate for the MDR-comphant QMS,

» Device(s) az listed in the attached schedule

* The device(s) continue to comply with the AIMDD ar MDD,

* There are no significant changes in the design and intendad purpose.

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

Signed for and on behalf of the manufacturer:

Full Company Name DoriDent Dr. Hirschberg GmbH

Location & Date Mnllardgpslsa B5a, A-1080 Wien, 21.05.2024

Signature, Print Name, Title 2/ ﬁ*ﬁé}ﬁnnﬁs Hirschbarg, Dr

Contact Details (at least email) Tel.: 0043 1 58974671, E-Mail: d hirschberg@dorident a1,
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