Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

KULZER

KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

Name und Adresse der Firma / Kulzer GmbH
Name and address of the company Leipziger Strale 2, 63450 Hanau
Deutschland / Germany

SRN: DE-MF-000007705

Wir erklédren in alleiniger Verantwortung, dass / We declare under our sole responsibility that
das Medizinprodukt / the medical device Charisma Opal Flow

Bezeichnung, Typ oder Modell, Chargen- oder Artikelliste siehe Anhang / List of Articles see Annex

Seriennummer, ev. Herkunft und Stlickzahl / Name,
type or model, batch or serial number, possibly
sources and number of items

EMDN-Nummer / EMDN-Code Q010101

GMDN-Nummer / GMDN code 35870

UMDNS-Nummer / UMDNS code 16-724

Basis-UDI-DI / Basic UDI-DI ++J0141103COMP010103i8C

der Klasse / of class lla

nach Regel / according to rule 8-1, 19-3 nach Anhang VIl der Medizinprodukte-Verordnung,
2017/745 | according to Annex VIII of Medical Device Regulation
2017/745

allen Anforderungen der Medizinprodukte-Verordnung 2017/745 entspricht, die anwendbar sind /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Angewandte harmonisierte Normen, nationale
Normen oder andere normative Dokumente /
Applied harmonised standards, national standards
or other normative documents

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Weitere angewandte Normen siehe Version 03 der Technischen
Dokumentation von Product Charisma Opal Flow / Further Applied
standards see Technical Documentation of Product Charisma
Opal Flow, Version 03

Konformitatsbewertungsverfahren nach / Medizinprodukte-Verordnung 2017/745 Anhang IX, Kapitel I,
Conformity assessment procedure acc. to Abschnitt 2 und 3 and Kapitel Il
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section Z
and 3 and Chapter Il
Benannte Stelle / Notified Body TOV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nurnberg / Germany

CE 0197
Registrierungsnr. / Registration No.: HZ 1198082-1
Versionsnummer / Version number 03
Ersetzt Konformitatserklarung vom / 08.08.2024
Replaces Declaration of Conformity from ;0 m &(_‘/ !
Hanau, 21.10.2024 i.V.

Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Ort, Datum / Place, date Name und Funktion / Name and function

Diese Konformitatserklarung ist glltig fir 2 Jahre in Verbindung mit den Freigabe-Dokumenten fir die jeweilige Charge der
produzierten Medizinprodukte / This statement of conformity is valid for 2 years in connection with the release documents for the
respective batch of produced devices.

Dok.-Nr.:2048697 Version: 05 Page 1 of 1 DE/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

KULZER

das Medizinprodukt /
for the medical device

Versionsnummer Artikelliste /
Version number article list

Ersetzt Artikelliste vom /
Replaces article list from

Artikelliste / List of Articles
Anhang zur Konformitatserklarung / Annex to declaration of conformity

Charisma Opal Flow

04

08.08.2024

Diese Artikelliste ist gltig fur die Konformitatserklarung Version / 03
This article list is valid for the declaration of conformity version

UDI-DI / Artikelnummer / Name /
UDI-DI Article number Name
+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G — A1l
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G - A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G —-B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G - 0OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G —BASELINER
=1

21.10.2024 B M\é@*u&&/&

Hanau, i.V.

Ort, Datum / Place, date

Dok.: 2057497

Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Name und Funktion / Name and function

Version: 01 Page 1 of 1

DE/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

KULZER

OEKNAPALMA 3A CbOTBETCTBUE /| DECLARATION OF CONFORMITY

Wme 1 agpec Ha dupmara / Kulzer GmbH
Name and address of the company Leipziger Stral3e 2, 63450 Hanau
l'epmaHus / Germany

SRN: DE-MF-000007705
[eknapupame Ha Hawa cob6¢cTBeHa OTFOBOPHOCT, Ye /| We declare under our sole responsibility that

MeanunHckoTo nsaenue / the medical device Charisma Opal Flow

HanmeHoBaHue, TMn unu mogen, napTuaeH nnu

CEpPUEH HOMEp, EBEHTYAITHO MPOUIXOZ M GOV Cnuncbk ¢ apTukynu, BuxkTe MpunoxeHneTo /

enemeHntn / Name, type or model, batch or serial List of Articles see Annex

number, possibly sources and number of items

Kog no EMDN / EMDN-Code Q010101

Koa no GMDN / GMDN code 35870

Kog no UMDNS / UMDNS code 16-724

OcHosHa UDI-DI ngentudgpukauus / Basic UDI-DI ++J0141103COMP010103i8C

oT knac / of class lla

cbrnacHo npaswuno / according to rule 8-1, 19-3 cvrnacHo lNpunoxenwue VIII ot PernameHTa 3a

meauuuHckuTe nsgenusa 2017/745 / according to Annex VIII of
Medical Device Regulation 2017/745

oTroBapsi Ha BCUYKW pa3nopeadbu Ha PernameHTa 3a MeauunHckuTe usgenusa 2017/745, kouto ce npunara 3a Hero. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

MprnoxeHn XapMOHN3NPaHN CTaHAAPTW, HALMOHAMNHN
CTaHAAPTV UKW ApYr HOPMATUBHN AOKYMEHTH /
Applied harmonised standards, national standards or
other normative documents

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Opyrv npunoxeHn ctaH4apTy, BUXTE TEXHUYecKaTa
AokymeHTaumsa Ha npogykt Charisma Opal Flow Bepcus 03
Further Applied standards see Technical Documentation of
Product Charisma Opal Flow, Version 03

Mpouenypa 3a oLeHKa Ha CbOTBETCTBMETO CbinacHo /  PernameHTa 3a MeguuuHckute nsgenus 2017/745 MNpunoxeHue

Conformity assessment procedure acc. to IX, rmaea |, pasgen 2 v 3 u masa lll
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter Il

HoTtundwuumpaH opraH / Notified Body TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg / l'epmanns

CE 0197

PernctpauunoHeH Homep / Registration number: HZ 1198082-1

Homep Ha Bepcusi / Version number 03

3ameHs [leknapauus 3a cboTBeTCTBUE OT / 08.08.2024 "7 L

Replaces Declaration of Conformity from 0 ‘ﬁéit/\é %x(_\ =,

XaHay, 21.10.2024 oT umeTo Ha g-p Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

MscTo, pata / Place, date Mme n gnwxHocTt / Name and function

Tasun [eknapauusa 3a CbOTBETCTBME € BanvaHa 3a 2 roaMH1 BbB Bpb3ka C NyGnvMKyBaHUTE JOKYMEHTU 3a CbOTBETHaTa napTuaa npoussedeHu
yctponctBa / This statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced
devices.

Hok. Ne:2048697 Bepcus: 05 Ctpannua 1 ot1 BG/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

MepguumHckoTo nspenue /
The medical device

Cnucbk ¢ aptukynu / List of Articles
MpunoxeHue /| Annex: Neknapauus 3a cboTBeTcTBUe /| Declaration of Conformity

Howmep Ha Bepcus / Version number

3ameHs MNpunoxeHuneTto ot /
Replaces Annex from

To3m CNNCBK CbC CTaTUM € BanuaeH BbB Bpb3ka C
Aeknapauusita 3a CboTBeTCTBUE, Bepcus / This
This article list is valid for the declaration of

conformity version

Charisma Opal Flow

04
08.08.2024

UDI-DI / UDI-DI Homep na aptukyn/ |\, e opanme | Name
Article number

+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G — A1l
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G — A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G — B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G —OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G — BASELINER

. A/ i

N M\L@‘L\&&\
XaHay, 21.10.2024 OT umeTo Ha a-p Dr. Matthias Hartmann

MscTo, pnata / Place, date

Hok. Ne:2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Wme n anbxHocT / Name and function

Bepcus: 01 Ctpanuua 1 ot 1 BG/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

KULZER

PROHLASENi O SHODE / DECLARATION OF CONFORMITY

Nazev a adresa spole¢nosti /
Name and address of the company

Kulzer GmbH
Leipziger Strafle 2, 63450 Hanau
Némecko / Germany

SRN: DE-MF-000007705

Prohlasujeme na svou vyluénou zodpovédnost, ze /| We declare under our sole responsibility that

zdravotnicky prostfedek / the medical device

Nazev, typ nebo model, Sarze nebo vyrobni &islo,
pFipadné zdroje a pocet kusu / Name, type or
model, batch or serial number, possibly sources and
number of items

Kéd EMDN / EMDN-Code

Kéd GMDN / GMDN code

Kéd UMDNS / UMDNS code
Zakladni UDI-DI / Basic UDI-DI

tfidy / of class

podle pravidla / according to rule

Charisma Opal Flow

Seznam polozek je uveden v pfiloze /
List of Articles see Annex

Q010101
35870
16-724

++J0141103COMP010103i8C
lla

8-1, 19-3 podle pfilohy VIII k nafizeni 2017/745 o zdravotnickych
prostfedcich / according to Annex VIII of Medical Device Regulation
2017/745

splnuje vSechna ustanoveni nafizeni 2017/745 o zdravotnickych prostredcich, ktera se ho tykaji. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Pouzité harmonizované normy, narodni normy nebo
jiné normativni dokumenty / Applied harmonised
standards, national standards or other normative
documents

Procedura posouzeni shody podle /
Conformity assessment procedure acc. to

Notifikovana osoba / Notified Body

Registracni Cislo / Registration number:
Cislo verze / Version number

Nahrazuje Prohlaseni o shodé ze dne /
Replaces Declaration of Conformity from

Hanau, 21-10.2024

Misto, datum / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Dalsi pouzité normy najdete v technické dokumentaci k
vyrobku Charisma Opal Flow, verze 03

Further Applied standards see Technical Documentation of
Product Charisma Opal Flow, Version 03

natrizeni 2017/745 o zdravotnickych prostfedcich, pfiloha IX,
kapitola I, oddil 2 a 3 a kapitola llI

Medical Device Regulation 2017/745 Annex IX, Chapter |,
Section 2 and 3 and Chapter Il

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg / Némecko

CE 0197

HZ 1198082-1
03
08.08.2024

N 0 m@ﬁ&{u&

Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Jméno a funkce / Name and function

Toto prohlaseni o shodé je platné po dobu 2 let ve spojeni s pfibalovymi informacemi pro pfisluSnou Sarzi vyrobenych
zdravotnickych prostfedkl. / This statement of conformity is valid for 2 years in connection with the release documents for the

respective batch of produced devices.

C. dokumentu:2048697

Verze: 05

Strana1z1 CZ/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

Zdravotnicky prostfedek /
The medical device

Cislo verze / Version number
Nahrazuje pfilohu ze dne /
Replaces Annex from

Tento seznam zbozZi plati pro verzi

Seznam polozek / List of Articles
Priloha / Annex: Prohlaseni o shodé / Declaration of Conformity

prohlaseni o shodé / This article list is valid
for the declaration of conformity version:

Charisma Opal Flow

04
08.08.2024

03

UDI-DI / UDI-DI Cislo zboZi / Nézev | Name
Article number

+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G — A1l
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G — A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G —B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G - OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G — BASELINER

4. [ / v'/ J

o m@*@&&u&
Hanau, 21.10.2024 i.V. Dr. Matthias Hartmann

Misto, datum / Place, date

C. dokumentu:2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Jméno a funkce / Name and function

Verze: 01 Strana1z1 CZ/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

DECLARACION DE CONFORMIDAD /| DECLARATION OF CONFORMITY

Nombre y direccién de la empresa /
Name and address of the company

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Alemania / Germany

SRN: DE-MF-000007705

Declaramos bajo nuestra exclusiva responsabilidad que /| We declare under our sole responsibility that

el producto sanitario / the medical device

Nombre, tipo o0 modelo, lote 0 nimero de serie,
posiblemente fuentes y niumero de elementos /
Name, type or model, batch or serial number,
possibly sources and number of items

Cdédigo EMDN / EMDN-Code
Cdédigo GMDN / GMDN code
Cédigo UMDNS / UMDNS code
UDI-DI basico / Basic UDI-DI

de la clase / of class

de acuerdo con la norma / according to rule

Charisma Opal Flow

Lista de articulos en el Anexo / List of Articles see Annex

Q010101

35870

16-724
++J0141103COMP010103i8C

lla

8-1, 19-3 de acuerdo con el Anexo VIII del Reglamento sobre
productos sanitarios 2017/745 | according to Annex VIII of Medical
Device Regulation 2017/745

cumple todas las disposiciones del Reglamento sobre productos sanitarios 2017/745 que se le aplican. / meets all
the provisions of the Medical Device Regulation 2017/745 which apply to it.

Normas armonizadas, normas nacionales u otros
documentos normativos que se aplican / Applied
harmonised standards, national standards or other
normative documents

Procedimiento de evaluacién de la conformidad de
acuerdo con /
Conformity assessment procedure acc. to

Organismo notificado / Notified Body

Numero de registro / Registration number.
Numero de version / Version number

Sustituye a la declaracion de conformidad del /
Replaces Declaration of Conformity from

Hanau,21'10'2024

Lugar, fecha / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Para otras normas aplicadas consulte la documentacion técnica del
producto Charisma Opal Flow, version 03

Further Applied standards see Technical Documentation of
Product Charisma Opal Flow, Version 03

Reglamento sobre productos sanitarios 2017/745 Anexo 1X,
Capitulo |, Secciones 2 y 3 y Capitulo Ill

Medical Device Regulation 2017/745 Annex IX, Chapter I, Section 2
and 3 and Chapter Il

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg / Alemania

CE 0197
HZ 1198082-1
03

08.08.2024

ol &64(/\;@5\@\/&{&\

i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nombre y cargo / Name and function

La presente declaracién de conformidad tendra una validez de 2 afios segun la documentacién emitida para el correspondiente
lote de productos fabricados. / This statement of conformity is valid for 2 years in connection with the release documents for the
respective batch of produced devices.

N.° de doc.:2048697 Version: 05 Pagina 1 de 1 ES/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

Anexo / Annex: Declaracién de conformidad / Declaration of Conformity

El producto sanitario /
The medical device

Lista de articulos / List of Articles

NuUmero de versiéon / Version number

Sustituye al Anexo del /
Replaces Annex from

Esta lista de articulos es valida para la
version de la declaracion de conformidad /
This article list is valid for the declaration of

conformity version

Charisma Opal Flow

04
08.08.2024

03

UDI-DI / UDI-DI Numero de articulo /| o1 re | Name
Article number
+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G - A1l
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G - A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G —-B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G - OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G — BASELINER
M (|
o M\L@‘L\&&\
Hanau,zmo'2024 i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Lugar, fecha / Place, date

Dok.: 2057497

Nombre y cargo / Name and function

Version: 01 Pagina 1 de 1

ES/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

KULZER

AHAQZH YMMOP®QEHE /| DECLARATION OF CONFORMITY

Etmrwvupia kar dielBuvon etaipeiag /
Name and address of the company

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
lepuavia / Germany

SRN: DE-MF-000007705

AnAwvoupe pe SiIkA pag euBuvn 611 / We declare under our sole responsibility that

TO 1aTPOTEXVOAOYIKO TTPOIOV / the medical device

Emwvupia, TUtTog i povTéAo, TTapTida A aplBudg
oeIpdg, mOavég TTNYES Kal aplBudg e1dwv / Name,
type or model, batch or serial number, possibly
sources and number of items

Kwdikég EMDN / EMDN-Code
Kwdikég GMDN / GMDN code
Kwdikdg UMDNS / UMDNS code
Baoiké UDI-DI / Basic UDI-DI

kAdong / of class

oUppwva Pe Tov Kavova / according to rule

Charisma Opal Flow

KataAoyog €1dwv Mapdptnua / List of Articles see Annex

Q010101

35870

16-724
++J0141103COMP010103i8C

lla

8-1, 19-3 cupgwva pe to Mapdptnua VIl Tou Kavoviopou
2017/745 yia Ta 10TpoTEXVOAOYIKA TTpOidvTa / according to Annex
VIl of Medical Device Regulation 2017/745

mwANpPoi 0Agg TIg 1I0XUoUOoEG Siatdageig Tou Kavoviouou 2017/745 yia Ta 1aTPOTEXVOAOYIKA TTPoidvTa. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

E@appoldueva evappoviopéva TTpoTuTrd, €0VIKA
TTPOTUTTA i} GAAG KaVOVIOTIKA €yypaga / Applied
harmonised standards, national standards or other
normative documents

Aladikagia agioAdynong cUPPOp@wWong cUUPWVa HE
/
Conformity assessment procedure acc. to

Koivotroinuévog opyaviopog / Notified Body

Ap1Bu6S kataxwpnong / Registration number:
Ap1Budg ékdoong / Version number

AvTiKaBI0TA TN dAwon cuppdpewong améd /
Replaces Declaration of Conformity from

Hanau’ 21.10.2024

Tét0G, nuepounvia / Place,
date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
MNa mepaitépw e@appolopeva TTPOTUTTA BA. TNV TEXVIKN
TEKUNPiwaoN Tou

mpoiovtog Charisma Opal Flow, ékdoon 03

Further Applied standards see Technical Documentation of
Product Charisma Opal Flow, Version 03

Kavoviouog 2017/745 yia Ta 1aT1poTEXVOAOYIKA TTPOIOVTA,
Mapdptnua IX, KepdAaio |, Tunua 2 kai 3, kai KepdAaio 111

Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter il

TOV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg / l'epuavia

CE 0197
HZ 1198082-1
03
08.08.2024 0 e
o ﬁdﬁ/‘é@s\“&\b&
i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Ovoparemrwvupo Kai TiThog / Name and function

AuTA n dNAwon cuppopewaong IoXUEl yia 2 Xpovia Ot OXEOon HE T £yypaga KUKAOQOPIAG yia Tnv avTioToixn Traptida Twv
TTapayopevwy TIpoidvTwy. / This statement of conformity is valid for 2 years in connection with the release documents for the

respective batch of produced devices.

Ap. eyypdoeou:2048697

‘Ekdoon: 05

Yehida 1 amd 1 GR/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

To 1aTpoTEXVOAOYIKO TTPOIOV /
The medical device

KatdAoyog €1dwv / List of Articles
MNapdptnua / Annex: AlAwon cupudpewong / Declaration of Conformity

Charisma Opal Flow

Ap1Buo6g ékdoong / Version number 04
AvTtikaBioTd 1o Mapdptnua até / 08.08.2024
Replaces Annex from
AuTdGg 0 KaTdAoyog TTPOIGVTWY IoXUEI yIa TNV 03
ékdoon dnAwang oupuodpewong / This article
list is valid for the declaration of conformity
version
UDI-DI / UDI-DI Ap1Blo €idOUS ] |5 0 | Name
Article number
+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G — Al
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G — A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G — B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G — OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G — BASELINER
M (|
N M\L@‘L\&&\
21.10.2024 . .
Hanau, i.V. Dr. Matthias Hartmann

ToTtog, nuepopnvia / Place, date

Ap. eyypdoou:2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

OvopaTemwvupo kail TiThog / Name and function

‘Exdoon: 01 2eAida 1 ammo 1 GR/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

IZJAVA O USKLADENOSTI / DECLARATION OF CONFORMITY

Naziv i adresa tvrtke / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
Njemacka / Germany

SRN: DE-MF-000007705

Izjavljujemo pod punom odgovornoséu da / We declare under our sole responsibility that

medicinski proizvod / the medical device Charisma Opal Flow

Naziv, tip ili model, broj serije, po moguc¢nosti izvori i
broj stavki / Name, type or model, batch or serial

number, possibly sources and number of ilems Popis artikala, pogledajte Dodatak / List of Articles see Annex

Sifra EMDN / EMDN-Code Q010101

Sifra GMDN / GMDN code 35870

Sifra UMDNS / UMDNS code 16-724

osnovni UDI-DI / Basic UDI-DI ++J0141103COMP010103i8C

klase / of class lla

u skladu s pravilom / according to rule 8-1, 19-3 u skladu s Dodatkom VIII Uredbe 2017/745 o

medicinskim proizvodima / according to Annex VIl of Medical
Device Regulation 2017/745

ispunjava sve odredbe Uredbe 2017/745 o medicinskim proizvodima koje se na njega odnose. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Primijenjene uskladene norme, drzavne norme ili
drugi normativni dokumenti / Applied harmonised
standards, national standards or other normative

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Druge primijenjene norme, pogledajte Tehni¢ku dokumentaciju za
proizvod Charisma Opal Flow, verzija 03

documents Further Applied standards see Technical Documentation of
Product Charisma Opal Flow, Version 03
Postupak procjene uskladenosti prema / Prilog IX Uredbi 2017/745 o medicinskim proizvodima, Poglavlje I,
Conformity assessment procedure acc. to Odjeljak 2 i 3 te Poglavlje Ill
Medical Device Regulation 2017/745 Annex IX, Chapter |,
Section 2 and 3 and Chapter Ill
Obavijesteno tijelo / Notified Body TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg / Njemacka
CE 0197
Registracijski broj / Registration number: HZ 1198082-1
Broj verzije / Version number 03
Zamijenjuje Izjavu o uskladenosti od / 08.08.2024 17 e
Replaces Declaration of Conformity from . \/ 1 @4%%&(_\ &\(/R
Hanau, 21.10.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Mijesto, datum / Place, date Ime i funkcija / Name and function

Ova lzjava o uskladenosti valjana je 2 godine u odnosu na dokumente o izdanju za odgovarajuce serije proizvedenih
umedicinskih proizvoda. / This statement of conformity is valid for 2 years in connection with the release documents for the
respective batch of produced devices.

Dok. br.:2048697 Verzija: 05 Stranica 1 od 1 HR/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

Popis artikala / List of Articles
Dodatak / Annex: Izjava o uskladenosti / Declaration of Conformity

Medicinski proizvod / Charisma Opal Flow
The medical device

Broj verzije / Version number 04

Zamjenjuje Dodatak od / 08.08.2024

Replaces Annex from

Ovaj popis artikala valjan je za verziju izjave 03
u sukladnosti / This article list is valid for the
declaration of conformity version

uDI-DI/ UDLDI | Broiartikla/ Naziv / Name
Article number
+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G — Al
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G — A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G — B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G - OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G — BASELINER
[ f/ /
Hanau, 21.10.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Mijesto, datum / Place, date Ime i funkcija / Name and function

Dok. br.:2057497 Verzija: 01 Stranica 1 od 1 HR/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

MEGFELELOSEGI NYILATKOZAT /| DECLARATION OF CONFORMITY

A vallalat neve és cime /
Name and address of the company

Kulzer GmbH
Leipziger Strafie 2, 63450 Hanau
Németorszag / Germany

SRN: DE-MF-000007705

Kizarélagos felelésségiinkre kijelentjiik, hogy / We declare under our sole responsibility that

az orvostechnikai eszkdz / the medical device

Név, tipus vagy modell, tétel vagy sorozatszam,
esetleg forrasok és tételek szama / Name, type or

model, batch or serial number, possibly sources and

number of items

EMDN kéd / EMDN-Code
GMDN kod / GMDN code
UMDNS kod / UMDNS code
Alapvetd UDI-DI / Basic UDI-DI

osztalya / of class

a kdvetkezd szabaly szerint / according to rule

Charisma Opal Flow

A cikkek listajat lasd a mellékletben / List of Articles see Annex

Q010101
35870
16-724

++J0141103COMP010103i8C
lla

8-1, 19-3 az orvostechnikai eszk6zokrél sz6l6 2017/745 rendelet VIII.
melléklete szerint / according to Annex VIl of Medical Device
Regulation 2017/745

megfelel az orvostechnikai eszk6zokrél szol6, 2017/745 rendelet valamennyi ra vonatkozé rendelkezésének. / meets
all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Alkalmazott harmonizalt szabvanyok, nemzeti
szabvanyok vagy mas normativ dokumentumok /
Applied harmonised standards, national standards
or other normative documents

Megfeleléségértékelési eljaras a kdvetkezd szerint
/Conformity assessment procedure acc. to

Bejelentett szervezet / Notified Body

Regisztracios szam / Registration number:
Verziészam / Version number

Felvaltja a megfeleléségi nyilatkozatot ettdl /
Replaces Declaration of Conformity from

Hely, datum / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Tovabbi alkalmazott szabvanyokat lasd a mlszaki dokumentacioban,
termék: Charisma Opal Flow, 03. verzio

Further Applied standards see Technical Documentation of

Product Charisma Opal Flow, Version 03

Az orvostechnikai eszk6zokrdl sz616, 2017/745 rendelet IX. fliggeléke,
az |. fejezet 2. és 3. szakasza, és a lll. fejezet

Medical Device Regulation 2017/745 Annex IX, Chapter I, Section 2
and 3 and Chapter Ill

TOV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg / Németorszag

CE 0197
HZ 1198082-1
03

08.08.2024 =
Tt ’// [ | ar’f
oV %ﬁé{m&@*@\&\u&

i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Név és funkcié / Name and function

Ez a megfelelbéségi nyilatkozat 2 évig érvényes a gyartott eszk6z6k adott tételére vonatkozd kibocsatasi dokumentumokkal
egydlitt. | This statement of conformity is valid for 2 years in connection with the release documents for the respective batch of
produced devices.

Dok.sz.:2048697 Verzié: 05 Oldalszam: 1 /1 HU/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

Cikkek listaja / List of Articles
Melléklet / Annex: Megfelel6ségi nyilatkozat / Declaration of Conformity

Az orvostechnikai eszkoz / Charisma Opal Flow
The medical device

Verzidszam / Version number 04

Felvaltja a mellékletet ettdl / 08.08.2024

Replaces Annex from

Ez a tétellista a megfelel6ségi nyilatkozat 03
kdvetkezd verziéjahoz érvényes / This article
list is valid for the declaration of conformity

version
UDI-DI / UDI-DI Cikkszam / Név / Name
Article number
+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G — Al
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G — A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G — B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G — OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G — BASELINER
M (|
N W@‘Q&&/\

Hanau, 21.10.2024 i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH
Hely, datum / Place, date Név és funkcié / Name and function

Dok.sz.:2057497 Verzié: 01 Oldalszam: 1 /1 HU/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

DEKLARACJA ZGODNOSCI /| DECLARATION OF CONFORMITY

Nazwa i adres firmy / Kulzer GmbH
Name and address of the company Leipziger Strafle 2, 63450 Hanau
Niemcy / Germany

SRN: DE-MF-000007705

Niniejszym deklarujemy pod rygorem odpowiedzialnosci, ze /
We declare under our sole responsibility that

wyrob medyczny / the medical device Charisma Opal Flow

Nazwa, typ lub model, numer partii lub serii, ewentualnie

2rodia i liczba elementéw / Name, type or model, batch Wykaz wyrobow znajduje sie w zatgczniku / List of Articles see

or serial number, possibly sources and number of items Annex

Kod wyrobu wg EMDN / EMDN-Code Q010101

Kod wyrobu wg GMDN / GMDN code 35870

Kod wyrobu wg UMDNS / UMDNS code 16-724

Kod Basic UDI-DI / Basic UDI-DI ++J0141103COMP010103i8C

klasy / of class lla

zgodnie z regutg / according to rule 8-1, 19-3 zgodnie z zatacznikiem VIII do Rozporzgdzenia

2017/745 w sprawie wyrobéw medycznych / according to Annex
VIl of Medical Device Regulation 2017/745

spetnia wszystkie przepisy Rozporzadzenia 2017/745 w sprawie wyrobow medycznych, ktére go dotycza. / meets all
the provisions of the Medical Device Regulation 2017/745 which apply to it.

Zastosowane normy zharmonizowane, normy krajowe
lub inne dokumenty normatywne / Applied harmonised
standards, national standards or other normative

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Pozostate stosowane normy znajdujg sie w dokumentacji
technicznej produktu Charisma Opal Flow, wersja 03

documents Further Applied standards see Technical Documentation of
Product Charisma Opal Flow, Version 03
Procedura oceny zgodnosci wg. / Rozporzadzenie 2017/745 w sprawie wyrobéw medycznych,
Conformity assessment procedure acc. to zatgcznik IX, rozdziat |, sekcja 2 i 3 oraz rozdziat Il
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter Il
Jednostka notyfikowana / Notified Body TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg/Niemcy
CE 0197
Numer rejestracyjny / Registration number. HZ 1198082-1
Numer wers;ji / Version number 03
Zastepuje Deklaracje zgodnoéci z / 08.08.2024 "nr it
Replaces Declaration of Conformity from " \/ l @%41/‘; %“L\&\(/R
Hanau, 21.10.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Miejscowos$¢, data / Place, date Imie i nazwisko, stanowisko / Name and function

Niniejsze deklaracja zgodnosci jest wazna przez 2 lata w potgczeniu z dokumentami zwolnienia odpowiedniej partii
wyprodukowanych wyrobow. / This statement of conformity is valid for 2 years in connection with the release documents for the
respective batch of produced devices.

Nr dok.: 2048697 Wersja: 05 Strona1z1 PL/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

Wykaz wyrobow / List of Articles
Zatacznik / Annex: Deklaracja zgodnosci / Declaration of Conformity

Wyréb medyczny / Charisma Opal Flow
The medical device

Numer wersiji / Version number 04

Zastepuje zatgcznik z dnia / 08.08.2024

Replaces Annex from

Ponizsza lista artykutow obowigzuje dla 03
nastepujgcych wersji deklaracji zgodnosci /

This article list is valid for the declaration of
conformity version

UDI-DI / UDI-DI humer wyrobu /| Nazwa / Name
rticle number
+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G - Al
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G — A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G —B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G - OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G — BASELINER
/ i
0 M@‘L‘&\u&

Hanau,21.10.2024 i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH
Miejscowosé, data / Place, date Imie i nazwisko, stanowisko / Name and function

Nr dok.: 2057497 Wersja: 01 Strona1z1 PL/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

DECLARATIE DE CONFORMITATE / DECLARATION OF CONFORMITY

Numele si adresa companiei /
Name and address of the company

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Germania / Germany

SRN: DE-MF-000007705

Declaram pe propria raspundere ca / We declare under our sole responsibility that

dispozitivul medical / the medical device

Nume, tip sau model, numar de lot sau de serie,
eventual sursele si numarul de articole / Name,
type or model, batch or serial number, possibly
sources and number of items

Cod EMDN / EMDN-Code
Cod GMDN / GMDN code
Cod UMDNS / UMDNS code
UDI-DI de baza / Basic UDI-DI

din clasa / of class

in conformitate cu regula / according to rule

Charisma Opal Flow

Lista de articole, vezi Anexa / List of Articles see Annex

Q010101
35870
16-724

++J0141103COMP010103i8C
lla

8-1, 19-3 conform Anexei VIII la Regulamentul privind dispozitivele
medicale 2017/745 / according to Annex VIl of Medical Device
Regulation 2017/745

respecta toate prevederile Regulamentului privind dispozitivele medicale 2017/745 corespunzator. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Standarde armonizate, nationale aplicate sau alte
documente normative / Applied harmonised
standards, national standards or other normative
documents

Procedura de evaluare a conformitatii in conf. cu /
Conformity assessment procedure acc. to

Organism notificat / Notified Body

Numarul de inregistrare / Registration number:
Numar versiune / Version number

Tnlocuieste Declaratia de conformitate din /
Replaces Declaration of Conformity from

Hanau, 21.10.2024

Loc, data / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Alte standarde aplicate, vezi documentatia tehnica a Produsului
Charisma Opal Flow, Versiunea 03

Further Applied standards see Technical Documentation of
Product Charisma Opal Flow, Version 03

Regulamentul privind dispozitivele medicale 2017/745, Anexa IX,
Capitolul I, Sectiunile 2 si 3, si Capitolul Il

Medical Device Regulation 2017/745 Annex IX, Chapter |,
Section 2 and 3 and Chapter Il

TOV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg / Germania

CE 0197
HZ 1198082-1
03
08.08.2024
= N/ l’;/ .
iV, oV &64%%‘@\&\(/&

Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nume si functie / Name and function

Prezenta declaratie de conformitate este valabila timp de 2 ani impreuna cu documentele de autorizare pentru respectivul lot de
dispozitive produse. / This statement of conformity is valid for 2 years in connection with the release documents for the

respective batch of produced devices.

Doc.-Nr.:2048697

Versiune: 05

Pagina 1 din 1 RO/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

Dispozitivul medical /
The medical device

Lista de articole / List of Articles
Anexa / Annex: Declaratie de conformitate / Declaration of Conformity

Numar versiune / Version number

Inlocuieste Anexa de la /

Replaces Annex from

Aceasta lista de articole este valabila pentru
declaratia de conformitate versiunea / This

article list is valid for the declaration of

conformity version

Charisma Opal Flow

04
08.08.2024

03

upl-DI/ upl-pr | Numararticol /|y ) Name
Article number
+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G - A1l
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G - A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G —-B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G - OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G — BASELINER
M (|
o W@‘Q&&/\
Hanau, 21.10.2024 i.V. Dr. Matthias Hartmann

Loc, data / Place, date

Doc.-Nr.:2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nume si functie / Name and function

Versiune: 01 Pagina 1 din 1 RO/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

VYHLASENIE O ZHODE /| DECLARATION OF CONFORMITY

Nazov a adresa spolo¢nosti / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
Nemecko / Germany

SRN: DE-MF-000007705
Vyhlasujeme na svoju vyluénu zodpovednost, ze /| We declare under our sole responsibility that

zdravotnicka pomocka / the medical device Charisma Opal Flow

Nazov, typ alebo model, Cislo Sarze alebo sériové

Cislo, pripadne zdroje a pocet kusov / Name, type or Zoznam poloziek je uvedeny v prilohe / List of Articles see Annex
model, batch or serial number, possibly sources and

number of items

Kéd EMDN / EMDN-Code Q010101

Kéd GMDN / GMDN code 35870

Kéd UMDNS / UMDNS code 16-724

Z&kladné identifikacné Cislo UDI-DI / Basic UDI-DI  ++J0141103COMP010103i8C

triedy / of class lla

podfa pravidla / according to rule 8-1, 19-3 podla prilohy VIII k nariadeniu

2017/745 o zdravotnickych poméckach / according to Annex VIl
of Medical Device Regulation 2017/745

spiiia véetky ustanovenia nariadenia 2017/745 o zdravotnickych poméckach, ktoré sa na fiu vztahuju. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Pouzité harmonizované normy, narodné normy
alebo iné normativne dokumenty / Applied
harmonised standards, national standards or other
normative documents

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Dalsie pouZité normy najdete v technickej dokumentacii verzie
03 k produktu Charisma Opal Flow

Further Applied standards see Technical Documentation of
Product Charisma Opal Flow, Version 03

Postup posudenia zhody podla / prilohy IX k nariadeniu 2017/745 o zdravotnickych poméckach,
Conformity assessment procedure acc. to kapitola I, ¢ast 2 a 3 a kapitola Il
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter Ill
Notifikovany organ / Notified Body TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg / Nemecko

CE 0197
Registracné Cislo / Registration number: HZ 1198082-1
Cislo verzie / Version number 03
Nahradza vyhlasenie o zhode z / 08.08.2024
Replaces Declaration of Conformity from i \/ ) ‘&4{/& \(_\/ ¥
Hanau, 21.10.2024 V. e en A —

Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Miesto, datum / Place, date Meno a funkcia / Name and function

Toto vyhlasenie o zhode je platné 2 roky v suvislosti s dokumentmi o uvolneni prisludnej Sarze vyrobenych pomécok. /
This statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced
devices.

Cislo dokumentu:2048697 Verzia: 05 Strana1z1 SK/GB



Docusign Envelope ID: D95E7659-F707-46E1-BEE1-D6DC67B9BFDE

IKULZER

Zoznam poloziek / List of Articles
Priloha / Annex: Vyhlasenie o zhode / Declaration of Conformity

Zdravotnicka pomdcka / Charisma Opal Flow
The medical device

Cislo verzie / Version number 04

Nahradza prilohu z / 08.08.2024

Replaces Annex from

Tento zoznam tovaru je platny pre vyhlasenie 03
o zhode, verzia / This article list is valid for
the declaration of conformity version

UDI-DI / UDI-DI Cislo polozky / Meno / Name
Article number

+J014660409000 66040900 CHARISMA OPAL FLOW SYR 1,8G — A1l
+J014660409510 66040951 CHARISMA OPAL FLOW SYR 1,8G — A2
+J014660409520 66040952 CHARISMA OPAL FLOW SYR 1,8G — A3
+J014660409530 66040953 CHARISMA OPAL FLOW SYR 1,8G - A4
+J014660409540 66040954 CHARISMA OPAL FLOW SYR 1,8G —-B2
+J014660409550 66040955 CHARISMA OPAL FLOW SYR 1,8G - OM
+J014660409560 66040956 CHARISMA OPAL FLOW SYR 1,8G — BASELINER
Hanau, 21.10.2024 i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH
Miesto, datum / Place, date Meno a funkcia / Name and function

Cislo dokumentu:2057497 Verzia: 01 Strana1z1 SK/GB
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