DoriDéni
D.oriDeni_-.pr, Hirschberg GmbH «Mollardgasse 85a *A-1060 Wien ¢«Austria
Telefon: +43/1/597 46 71 Email: info®doridentat

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 vnt/o diagnostic medical devices, in
particular with respect to

« the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive S3/42/EEC on Medical Devces (MDD) (Directive
Certificates) and/or'

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

Manufacturer name DoriDent Dr. Hirschberg GmbH

Mollardgasse 85a, A-1060 Wien, Austria
E-Mail: info@dorident.at

Manufacturer address and contact details

Single Registration Number (SRN) (if available) AT-MF-00003919C
Authorised Representative name (if applicable) n,a
Authorised Representative address and contact details n.a.
Single Registration Number (SRN) (if available) n.a.

. . . mdc medics' device certification GmbH
Notified body name (if applicable)

o . . NBffC483
Notified booy number (if applicable)
Directive Certificate number(s) D4C04000003
to which this confirmation is mace (if applicable)
Original expiry date as indicated on the Directive 2024-05-26
Certificate prior to the extension of the validity (if
applicable)
End date of extended validity/transition period 2028-12-31

1 The frat condition is no: applicable in case ofde/ces forwhch the conformity assessment procedure pursuant to MOD did not
r&qure the involvementot a notified tody forwhich the declaration of conformty v,'as drawn up prior to 26 May 2021 and forwhich
the conformity assessmani procedure pursuant to this R elation requires the Involvementof a nctiied body
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We. as the manufacturer declare under our sole responsibility:

- 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/or2

« 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 Ccrtlficate(s) as listed above or in the attached schedule

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d on 26 May 2021 and have not been withdrawn afterwards.

N Expired/expires after 20 March 2023:
Choose one applicable statement

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

O Wedono!intentto lodge an application for conformity assessment by 26 May 2024. there-
fore the transition period will end on 26 May 2024

> Upclassified devices

In case of devices for which the conformity assessment procedure pursuantto MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up pnor 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 appl>cation(s) to the notified body In accordance with Section 4.3, first subparagraph of
Annex VIl 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 VIl MDR before 26 September 2024.

O We do notintentto ledge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

7 The fi'at condition s not apptcabie in case t* devises for which the conformity assessment procedure pursuantto MDD did not
require (he nvcivemcnt ol a notified body, for which the decoration of conformity was drawn up prior to 26 May 2021 and forwhich
me conformity assessment p'ocedixc pursuantto this Regulation requires the mvctvemerv. of a ncefica tody
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> Quality Management System (QMS)
Chcose one applicable statement:

X A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
O 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

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

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

e The devices) do not present an unacceptable risk to health or safety of patients, users or other
persons, orto 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 Mollardgasse 85a. A-1C6Q Wien, 21.05.2024
Signature. Print Name. Title Doris Hirschberg, Dr

Contact Details (at least email) Te!.. 0043 15974671. E-Mail: d hirschbafO@dorident.at.
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Schedule of Devices

The above Manufacturer's Declaration is valid for the following devices

Identification of the Directive Original expiry Notified Body Notified Body End date of Substitute
device(s)* Certificate date as name and name and extended validity /  Device(s)
(e.g., device name, numbor(s) indicated on the  number that number where  transition period (if applicable)
family/group name to which this  Directive issued the the MDR
device model or confirmation Certificate (s) Directive application was
catalogue number) is made prior to the Certificate lodgod/contract
oxtonsion of the signed
validity

Temporary D4004000003 2024-05-26 mdc medical 2028-12-31 N/A
cementsiCitodur soft, device certification
hard, medium GmbH
Phosphate cements: D4004000003 202405-26 mdc medical 2028-12-31 N/A
Multifix. Muttipten. device certification
Donfix-C GmbH
Zinc-oxide eugenol D4004000003 2024-05-26 rr>dc medical 2028-12-31 N/A
group, root canal device certification
cement: ZOE-Cement. GmbH
Dorrfill. Dorifill-N
Calcium hydroxide D4004000003 2024-05-26 mdc medical 2028-12-31 N/A
paste. Calcidor device certification

GmbH

3 tor devices wrth AIMDO/MDD c@rtjf>ca:e(s) the identification should be as n the certificate, and only if the certificate has a generic scope dshoukJ be as defined

above)
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Gamintojo deklaracija

kiek tai susije su Reglamentu (ES) 2023/607 iS5 dalies keiCiantys Reglamentai (EU) 2017/745 ir (ES)
2017/746 dél pereinamojo laikotarpio nuostaty, taikomy tam tikriems medicinos prietaisams ir
diagnostikos medicinos prietaisams, visy pirma dél

e sertifikaty, iSduoty pagal Tarybos direktyvg 90/385/EEB dél aktyviyjy implantuojamy medicinos
prietaisy (AIMDD) arba Tarybos direktyvg 93/42/EEB dél medicinos prietaisy (MDD) (direktyvos

sertifikatai), galiojimg ir (arba)"

e prietaisy ir masy, kaip ju gamintojo, atitiktj tolesnio pateikimo | rinkg ir pradéjimo naudoti

sglygoms;
Gamintojo pavadinimas Dorident Dr. Hirschberg GmbH
Mollargasse 85a, A-1060 Wien, Austria
Gamintojo adresas ir kontaktiniai duomenys E-mail: info@dorident.at
Vienkartinis registracijos numeris (SRN) (jei yra) AT-MF-00003919C
Jgaliotojo atstovo pavadinimas (jei taikoma) néra
lgaliotojo atstovo adresas ir kontaktiniai duomenys néra
Vienas registracijos numeris (SRN) (jei yra) néra

. L . L Mdc medicininiy prietaisy setifikavimas GmbH
Notifikuotosios jstaigos pavadinimas (jei taikoma)

Notifikuotosios jstaigos numeris (jei taikoma) NB #0483

The first condition is not applicable in case of devices for which the conformity assessment procedure pursuantto 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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Direktyvos Sertifikato numeris (-iai) D4004000003
kuriam pateikiamas Sis patvirtinimas (jei taikoma)

Direktyvoje nurodyta pradiné galiojimo 2024-05-26
pabaigos data

Liudijimas prie$ pratesiant galiojima (jei

taikoma)

2028-12-31
Pratesto galiojimo pabaigos data / pereinamasis

laikotarpis

Mes, kaip gamintojas, deklaruojame prisimdami visg atsakomybe:

1 pirmiau iSvardyty direktyvos liudijimy (arba Zzr. pridéta apraSa, jei yra keli sertifikatai) atveju
tenkinamos teisinio galiojimo pratesimo sglygos, kaip reikalaujama MDR 120 straipsnio 2 dalyje, ir
(arba)

1. prietaisg (-us), nurodyta (-us) pridedamame apraSe, ir mes, kaip jy gamintojai, atitinkame MDR
120 straipsnio 3 dalies c punkte ir 120.3d straipsnyje iSvardytas (-i) sglygas dél tolesnio pateikimo j
rinkg ir pradéjimo naudoti,

t. y. jvykdant Sias salygas:

4 Direktyvos liudijimas (-ai), kaip nurodyta pirmiau arba pridétame saraSe

1 Direktyvos sertifikatas (-ai), apimantis (-ys) j saraSa jtrauktag (-us) priemone (-es), buvo iSduotas (-
i) po 2017 m. geguzés 25 d., galiojo (-iy) 2021 m. geguzés 26 d. ir véliau nebuvo panaikintas (-i).

Pasirinkite taikytinus teiginius:
0 Baigé galioti po 2023 m. kovo 20 d.

0 Oficiali (-ios) paraiSka (-o0s) paskelbtajai jstaigai pagal VII priedo 4.3 skirsnio pirmg pastraipg
del atitikties vertinimo buvo pateikta (-0os) arba mes jg (jas) pateiksime / pateiksime
notifikuotajai jstaigai ne véliau kaip 2024 m. geguzés 26 d. dél prietaiso (-y), iSvardyty
pridedamame apraSe, arba jo (jy) pakaitaly, o pasiraSytas (-i) raSytinis (-iai) susitarimas (-
ai) yra parengtas (-i) pagal 4.3 skirsnj, VII priedo MDR antra pastraipa anksCiau nei 2024
m. rugséjo 26 d.

0 Neketiname pateikti atitikties vertinimo paraiSkos iki 2024 m. geguzés 26 d., todel
pereinamasis laikotarpis baigsis 2024 m. geguzés 26 d.

Kokybés vadybos sistema (KVS)
Pasirinkite vieng taikoma teiginj:

m  Kokybés valdymo sistema pagal MDR 10 straipsnio 9 dalj bus jdiegta ne véliau kaip 2024 m.
geguzes 26 d.
O Taikoma kokybés valdymo sistema pagal MDR 10 straipsnio 9 dal;.

O Notifikuotoji jstaiga iSdavé pridedamg MDR reikalavimus atitinkancios kokybés valdymo sistemos
sertifikatg.

|taisas (-ai), nurodytas (-i) pridedamame apraSe
e |renginys (-iai) irtoliau atitinka AIMDD arba MDD.
* Néra jokiy reikSmingy dizaino ir paskirties pakeitimy.

e Prietaisas (-ai) nekelia nepriimtinos rizikos pacienty, naudotojy ar kity asmeny sveikatai ar saugai arba
kitiems visuomenés sveikatos apsaugos aspektams.
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UZ gamintojg pasiraSyta jo vardu:

Visas jmonés pavadinimas Dorident Dr. Hirschberg GmbH

Vieta ir data Mollargasse 85a, A-1060 Wien, Austria
ParaSas, vardas, pavadinima D°ris Hrsch”r”, D"
Kontaktiniai duomenys (bentjau Tel: 0043 15974671, E-mail: d.hirschberg@dorident.at
el. pastas)
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Produkty sgraSas

Pirmiau pateikta gamintojo deklaracija galioja Siems prietaisams:

No

Jtaiso (-y) Direktyva
identifikavimas* Sertifikato
(pvz., jrenginio numeris (-iai)
pavadinimas, Seimos/ kuriam

grupés pavadinimas,
jrenginio modelis arba
katalogo numeris)

pateikiamas Sis
patvirtinimas
(jei taikoma)

Laikini cementai: D4004000003
Citodur minkstas,
kietas ir vidutinio

kietumo

Fosfatiniai cementai:
Multifix, Multiplen,
Dorifix-C

D4004000003

Cinko oksido
eugenolio grupé,
Sakny kanaly
cementai: ZOE-
Cement, Dorifill,
Dorifill-N

Kalcio hidroksido
pasta: Calcidor

D4004000003

D4004000003

Direktyvoje
nurodyta
pradiné
galiojimo
pabaigos data
Liudijimas (-ai)

prie$ pratesiant

galiojimg
(jei taikoma)
2024-05-26

2024-05-26

2024-05-26

2024-05-26

Notifikuotosi
os jstaigos
pavadinimas
ir numeris,
iSdaves
direktyvos
sertifikatg
(jei taikoma)

Mdc medicininiy
prietaisy
setifikavimas
GmbH

Mdc medicininiy
prietaisy
setifikavimas
GmbH

Mdc medicininiy
prietaisy
setifikavimas
GmbH

Mdc medicininiy
prietaisy
setifikavimas
GmbH

Notifikuotoji
jstaiga
pavadinimas ir
numeris, kuriuo
buvo pateikta

MDR paraisSka /

pasirasyta
sutartis;
(jei taikoma)

Pabaigos data
Pratestas
galiojimo /
pereinamasis
laikotarpis

2028-12-31

2028-12-31

2028-12-31

2028-12-31

Pavaduojantis
narys
Jrenginys (-iai)
(jei taikoma)

N/A

N/A

N/A

N/A

Dokumentg elektroniniu parasu
pasirase

Data: 2025-03-06 10:28:29
Paskirtis: Pirkimo nr. 925806
Vieta: Energetiky g. 8, Kaunas
Kontaktiné informacija: VieSyjy
pirkimy specialisté



