Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

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 Flow

Bezeichnung, Typ oder Modell, Chargen- oder

Seriennummer, ev. Herkunft und Stlckzahl / Name,  Artikelliste siehe Anhang / List of Articles see Annex
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 ++J0141103COMP010103h8A

der Klasse / of class lla

nach Regel / according to rule 8-1, 19-3 nach Anhang VIII 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 02 der Technischen
Dokumentation von Produkt Charisma Flow/ Further Applied
standards see Technical Documentation of Product Charisma
Flow, Version 02

Konformitatsbewertungsverfahren nach / Medizinprodukte-Verordnung 2017/745 Anhang IX, Kapitel |,
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 Ill
Benannte Stelle / Notified Body TOV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg / Germany

CE 0197
Registrierungsnr. / Registration No.: HZ 1198082-1
Versionsnummer / Version number 02
Ersetzt Konformitatserklarung vom / 29.11.2022

Replaces Declaration of Conformity from

- Syl ( J
Hanau, 23.10.2024 V. N “&64%;«5*@\&\@
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 fiir 2 Jahre in Verbindung mit den Freigabe-Dokumenten fiir 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: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

KULZER

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

das Medizinprodukt /
for the medical device

Versionsnummer Artikelliste/
Version number article list

Ersetzt Artikelliste vom /
Replaces article list from

Charisma Flow

02

29.11.2022

Diese Artikelliste ist gltig fir die Konformitatserklarung Version/ 02

This article list is valid for the declaration of conformity version

UDI-DI Article number Name

UDI-DI / Artikelnummer/ |Name/

+J014660154950 66015495

CHARISMA FLOW SYR 1 X 1,8G - Al

+J014660154960 66015496

CHARISMA FLOW SYR 1 X 1,8G - A2

+J014660154970 66015497

CHARISMA FLOW SYR1X 1,8G - A3

+J014660154980 66015498

CHARISMA FLOW SYR1X 1,8G - A3,5

+J014660154990 66015499

CHARISMA FLOW SYR 1 X 1,8G - B2

+J014660155000 66015500

CHARISMA FLOW SYR 1 X 1,8G - B3

+J014660155040 66015504

CHARISMA FLOW SYR 1 X 1,8G - BASELINER

+J014660155010 66015501

CHARISMA FLOW SYR 1 X 1,8G - OA2

+J014660155020 66015502

CHARISMA FLOW SYR 1 X 1,8G - OA4

+J014660958450 66095845

CHARISMA FLOW SYRROW 1x 1,8G - Al

+J014660958460 66095846

CHARISMA FLOW SYR ROW 1 x 1,8G - A2

+J014660958470 66095847

CHARISMA FLOW SYR ROW 1 x 1,8G - A3

+J014660958480 66095848

CHARISMA FLOW SYRROW 1 x 1,8G - A3,5

+J014660958490 66095849

CHARISMA FLOW SYR ROW 1 x 1,8G - B2

+J014660958500 66095850

CHARISMA FLOW SYR ROW 1 x 1,8G - B3

+J014660958510 66095851

CHARISMA FLOW SYR ROW 1 x 1,8G - OA2

+J014660958520 66095852

CHARISMA FLOW SYR ROW 1 x 1,8G - OA4

+J014660958530 66095853

CHARISMA FLOW SYR ROW 1 x 1,8G - BASE

Hanau,

23.10.2024 iV

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

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

Kulzer GmbH

Ort, Datum / Place, date

Dok.: 2057497 Version: 01

Name und Funktion / Name and function

Page 1 of 1 DE/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

KULZER

OEKNAPALMA 3A CbOTBETCTBUE /| DECLARATION OF CONFORMITY

Mme 1 agpec Ha doupmara / 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

MeaununHckoTo nsaenue / the medical device Charisma Flow

HaumeHoBaHue, TMN UK MoZern, NapTUaAeH unu
CepHeH HOMEp, BBEHTYAITHO MPOU3XOA 1 BPOil Clnmcu( C.apTVIKyJ'IVI, BwxTe MpunoxenHnero /
enemeHtn / Name, type or model, batch or serial List of Articles see Annex

number, possibly sources and number of items

Kog no EMDN / EMDN-Code ?52178101

Koa no GMDN / GMDN code

Koa no UMDNS / UMDNS code 16-724

OcHoHa UDI-DI ngentudukauus / Basic UDI-DI ++J0141103COMP010103h8A

oT knac / of class lla

cbrnacHo npaswuno / according to rule 8-1, 19-3 cbvrnacHo 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.

MpynoXxeHn XapMOHU3NPaHN CTaHAAPTW, HALMOHAMNHM
CTaHAAPTV UK 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 Flow Bepcusa 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

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

HoTtundwuumpaHx 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 02

3ameHs [leknapauus 3a cboTBeTCTBUE OT / 29.11.2022 17 P

Replaces Declaration of Conformity from . V 1 @4%%4_\ &\(/R

XaHay, 23.10.2024 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 roAMHn 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 Crtpannua 1 ot1 BG/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

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

MeauumHckoTo nsnoenve / Charisma Flow
The medical device

Homep Ha Bepcus / Version number 02

3ameHs MNpunoxeHuneTto ot / 29.11.2022

Replaces Annex from

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

UDI-DI / UDI-DI Plomep Ha apTukyn ! | Haumenosakme | Name
rticle number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYR ROW 1 x1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYR ROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
/ i
0 M@‘Q&‘\u\
23.10.2024 .
XaHay, OT umeTo Ha g-p Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
MscTo, nata / Place, date Wwme n anbxHoct / Name and function

Hok. Ne:2057497 Bepcus: 01 CtpaHunua 1 o1 1 BG/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

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
Zéakladni UDI-DI / Basic UDI-DI

tfidy / of class

podle pravidla / according to rule

Charisma Smart

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

Q010101

35870

16-724
++J0141103COMP010103h8A

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

Misto, datum / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Dalsi pouzité normy najdete v technické dokumentaci k
vyrobku Charisma Flow, verze 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

natizeni 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
02
29.11.2022

» 2 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: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

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

Charisma Flow

Zdravotnicky prostfedek /
The medical device

Cislo verze / Veersion number 02
Nahrazuje pfilohu ze dne / 29.11.2022
Replaces Annex from

02

Tento seznam zbozZi plati pro verzi
prohlaseni o shodé / This article list is valid
for the declaration of conformity version:

UDI-DI / UDI-DI Cielo zbozl | Nazev | Name
rticle number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYR ROW 1 x1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYR ROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
[ f/ /
Hanau, 23.10.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Misto, datum / Place, date Jméno a funkce / Name and function
C. dokumentu:2057497 Verze: 01 Strana1z1 CZ/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

OVERENSSTEMMELSESERKLZARING /| DECLARATION OF CONFORMITY

Virksomhedens navn og adresse /
Name and address of the company

Kulzer GmbH
Leipziger Straf’e 2, D-63450 Hanau
Tyskland / Germany

SRN: DE-MF-000007705

Vi erklarer hermed pa eget ansvar, at / We declare under our sole responsibility that

det medicinske udstyr / the medical device

Betegnelse, type eller model, batch- eller
serienummer samt eventuelt oprindelse og antal
emner / Name, type or model, batch or serial
number, possibly sources and number of items

EMDN-kode / EMDN-Code
GMDN-kode / GMDN code
UMDNS-kode / UMDNS code
Grundlaggende UDI-DI / Basic UDI-DI

i klasse / of class

i henhold til artikel / according to rule

Charisma Flow

Produktlisten kan ses i bilaget / List of Articles see Annex

Q 010101
35870
16-724

++J0141103COMP010103h8A
lla

8-1, 19-3 i bilag VIl i Europa-Parlamentets og Radets forordning
(EU) 2017/745 om medicinsk udstyr / according to Annex Vil of
Medical Device Regulation 2017/745

lever op til alle de relevante bestemmelser i forordning (EU) 2017/745 om medicinsk udstyr. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Anvendte harmoniserede standarder, nationale
standarder eller andre normative dokumenter /
Applied harmonised standards, national standards
or other normative documents

Overensstemmelsesvurderingsprocedure iht. /
Conformity assessment procedure acc. to

Underrettet organ / Notified Body

Registreringsnummer / Registration number:
Versionsnummer / Version number

Erstatter overensstemmelseserklaering fra /
Replaces Declaration of Conformity from

Hanau, 23.10.2024

Sted, dato / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Andre anvendte standarder kan ses i det tekniske
dokumentationsmateriale til produktet Charisma Flow, version 02
Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

Forordning (EU) 2017/745 om medicinsk udstyr, bilag IX, kapitel |,
afsnit 2 og 3 samt kapitel Il

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

TOV Rheinland LGA Products GmbH
Tillystrasse 2
D-90431 Nurnberg, Tyskland

CE 0197
HZ 1198082-1
02
29.11.2022 / e
o ﬁd{/‘é@s\“&\b&
pa vegne af Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Navn og stilling / Name and function

Denne konformitetserkaering gaelder i 2 ar i forbindelse med frigivelsesdokumenterne for det aktuelle parti af produceret
medicinsk udstyr / This statement of conformity is valid for 2 years in connection with the release documents for the respective

batch of produced devices.

Dokumentnr.:2048697 Version: 05 Side 1 af 1 DK/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Artikelliste / List of Articles
Bilag / Annex: Overensstemmelseserklzering / Declaration of Conformity

Det medicinske udstyr / Charisma Flow
The medical device

Versionsnummer / Version numbe r 02

Erstatter bilag fra / 29.11.2022

Replaces Annex from

Denne artikelliste er gyldig i forbindelse med 02
overensstemmelseserklaeringen version /

This article list is valid for the declaration of
conformity version

UDI-DI / UDI-DI Xa’.e““"‘"‘e” Betegnelse / Name
rticle number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYR ROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYR ROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
/ il 7
o M@‘L‘%‘\u&
Hanau, 23.10.2024 pa vegne af Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Sted, dato / Place, date Navn og stilling / Name and function

Dok.: 2057497 Version: 01 Side 1 af 1 DK/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

VASTAVUSDEKLARATSIOON / DECLARATION OF CONFORMITY

Ettevotte nimi ja aadress / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
Saksamaa / Germany

SRN: DE-MF-000007705
Ettevote kinnitab oma ainuvastusel, et / We declare under our sole responsibility that

meditsiiniseade / the medical device Charisma Smart

Nimi, titp v6i mudel, partii véi seerianumber,
voimalikud allikad ja osad / Name, type or model,
batch or serial number, possibly sources and
number of items

Artiklite loendit vt lisast / List of Articles see Annex

EMDN-kood / EMDN-Code ?52178101

GMDN-i kood / GMDN code

UMDNS-i kood / UMDNS code 16-724

P&hi-UDI-DI / Basic UDI-DI ++J0141103COMP010103h8A

klassil / of class lla

kooskdlas reegliga / according to rule 8-1, 19-3 kooskdlas meditsiiniseadme maarusega 2017/745 lisaga
VIl / according to Annex VIII of Medical Device Regulation
2017/745

vastab koigile meditsiiniseadme maaruse 2017/745 satetele, mis seadmele kohaldub. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Kehtivad harmoniseeritud standardid, riiklikud
standardid ja muud normatiivdokumendid / Applied
harmonised standards, national standards or other
normative documents

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Muid rakenduvaid standardeid vt tehnilistest

dokumentidest tootele Charisma Flow, Version 2.

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 2.

Vastavushindamismenetlus vastavalt / meditsiiniseadmete maaruse 2017/745 IX. lisa, |. peatiikk, 2. ja 3.
Conformity assessment procedure acc. to jaotis ning lll. peatikk
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter Il
Teavitatud asutus / Notified Body TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg / Saksamaa

CE 0197

Registreerimisnumber / Registration number: HZ 1198082-1

Versiooni number / Version number 02

Asendab vastavusdeklaratsiooni alates / 29.11.2022 /

Replaces Declaration of Conformity from - %7 M{/‘N I f

Hanau, 23.10.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Koht, kuupaev / Place, date Nimi ja funktsioon / Name and function

See vastavusdeklaratsioon kehtib 2 aastat koos toodetud seadmete vastava partii valjastusdokumentidega / 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 Versioon: 05 Lk1/1 EE/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Artiklite loend / List of Articles
lisa / Annex: Vastavusdeklaratsioon / Declaration of Conformity

Meditsiiniseade / Charisma Flow
The medical device

Versiooni number / Version number 02

Asendab lisa alates / 29.11.2022
Replaces Annex from

See artiklite loend kehtib 02

vastavusdeklaratsiooni versiooni kohta / This
article list is valid for the declaration of
conformity version

UDI-DI / UDI-DI Artikli number/ | ooy Name

Article number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1x1,8G - A1l
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+1014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+1014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+1014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+1014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+1014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OAZ
+1014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+1014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE

H.amau,23'10'2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Koht, kuupéev / Place, date Nimi ja funktsioon / Name and function

Dok.: 2057497 Version: 01 Lk1/1 EE/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

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 numero de elementos /
Name, type or model, batch or serial number,
possibly sources and number of items

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

de la clase / of class

de acuerdo con la norma / according to rule

Charisma Smart

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

Q 010101

35870

16-724
++J0141103COMP010103h8A

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 versiéon / Version number

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

Hanau’ 23.10.2024

Lugar, fecha / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Para otras normas aplicadas consulte la documentacién técnica del
producto Charisma Flow, version 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

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 Ill

TOV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg / Alemania

CE 0197
HZ 1198082-1
02
29.11.2022 1 .
o %ﬁd«ﬂé@%\&\u&
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: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Lista de articulos / List of Articles
Anexo / Annex: Declaracién de conformidad / Declaration of Conformity

El producto sanitario /
The medical device

Nudmero 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 Flow

02
29.11.2022

02

UDI-DI/ upl-pI | Numero de articulo /' |\ e Name

Article number
+J014660154950 66015495 CHARISMA FLOW SYR1X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYRROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYRROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYRROW 1x 1,8G -B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYRROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
H.amau,23'10'2024 i.V. Dr. Matthias Hartmann

Lugar, fecha / Place, date

Dok.: 2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Version: 01

Nombre y cargo / Name and function

Pagina 1 de 1 ES/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

VAATIMUSTENMUKAISUUSVAKUUTUS /| DECLARATION OF CONFORMITY

Yhtién nimi ja osoite / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
Saksa / Germany

SRN: DE-MF-000007705
Vakuutamme yksinomaisella vastuullamme, etta / We declare under our sole responsibility that

laakinnallinen laite / the medical device Charisma Flow

Laitteen nimi, tyyppi tai malli, era- tai sarjanumero,

mahdolliset [ahteet ja lukumaara / Name, type or . ) . . .

model, batch or serial number, possibly sources and Artikkeliluettelo, ks. liite / List of Articles see Annex
number of items

EMDN-koodi / EMDN-Code ?52178101

GMDN-koodi / GMDN code

UMDNS-koodi / UMDNS code 16-724

Perus-UDI-DI / Basic UDI-DI ++J0141103COMP010103h8A

luokka / of class lla

saados / according to rule 8-1, 19-3 ladkinnallisista laitteista annetun asetuksen 2017/745
liitteen VIl mukaan / according to Annex VIII of Medical Device
Regulation 2017/745

tayttaa kaikki laakinnallisista laitteista annetun asetuksen 2017/745 soveltuvat vaatimukset. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Soveltuvat harmonisoidut standardit, kansalliset
standardit tai muut sdadokset / Applied harmonised
standards, national standards or other normative
documents

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Muut sovellettavat standardit, ks. tekniset tiedot

tuotteesta Charisma Flow, versio 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

Vaatimustenmukaisuuden arviointimenettelyn perusta Asetus laakinnallisista laitteista 2017/745, liite IX, | luku, 2 ja
/ 3 kohta ja Il luku

Conformity assessment procedure acc. o Medical Device Regulation 2017/745 Annex IX, Chapter |,
Section 2 and 3 and Chapter Ill

limoitettu laitos / Notified Body TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg / Saksa

CE 0197

Rekisterdintinumero / Registration number: HZ 1198082-1

Versionumero / Version number 02

Korvaa vaatimustenmukaisuusvakuutuksen / 29.11.2022 /

Replaces Declaration of Conformity from - %7 M{/‘N I f

Hanau, 23.10.2024 i.V Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Paikka, paivays / Place, date Nimi ja asema / Name and function

Tama vaatimustenmukaisuusvakuutus on voimassa 2 vuotta tuotettujen laitteiden vastaavan eran julkaisuasiakirjojen kanssa./
This statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced
devices.

Asiakirjanro:2048697 Versio: 05 Sivu 1/1 FI/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Artikkeliluettelo / List of Articles
Liite / Annex: Vaatimustenmukaisuusvakuutus / Declaration of Conformity

Laakinnallinen laite / Charisma Flow
The medical device

Versionumero / Version number 02

Korvaa liitteen / 29.11.2022

Replaces Annex from

Tama artikkeliluettelo patee 02
vaatimustenmukaisuusvakuutuksen versioon /

This article list is valid for the declaration of
conformity version

UDI-DI/ upl-pi | Artikkelinumero /| o) No e
Article number

+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYR ROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYR ROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
Hanau, 23.10.2024 i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH
Paikka, paivays / Place, date Nimi ja asema / Name and function

Asiakirjanro: 2057497 Version: 01 Sivu 1/1 FI/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

DECLARATION DE CONFORMITE /| DECLARATION OF CONFORMITY

Nom et adresse de la société /
Name and address of the company

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Allemagne / Germany

SRN: DE-MF-000007705

Nous déclarons sous notre seule responsabilité que /| We declare under our sole responsibility that

le dispositif médical / the medical device

Nom, type ou modeéle, numéro de lot ou de série,
éventuellement sources et nombre d'articles /
Name, type or model, batch or serial number,
possibly sources and number of items

Code EMDN / EMDN-Code
Code GMDN / GMDN code
code UMDNS / UMDNS code
UDI-DI de base / Basic UDI-DI

de classe / of class

selon la régle / according to rule

Charisma Flow

Liste des articles voir I'Annexe / List of Articles see Annex

Q 010101

35870

16-724
++J0141103COMP010103h8A

lla

8-1, 19-3 conformément a I'Annexe VIl du Réglement des Dispositifs
Médicaux 2017/745 | according to Annex VIII of Medical Device
Regulation 2017/745

répond a toutes les dispositions du Réglement des Dispositifs Médicaux 2017/745 qui lui sont applicables. / meets
all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Application de normes harmonisées, de normes
nationales ou d'autres documents normatifs /
Applied harmonised standards, national standards
or other normative documents

Procédure d'évaluation de la conformité selon /
Conformity assessment procedure acc. to

Organisme notifié / Notified Body

Numeéro d'enregistrement / Registration number.
Numeéro de version / Version number

Remplace la Déclaration de conformité de /
Replaces Declaration of Conformity from

23.10.2024
Hanau,

Lieu, date / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Autres normes appliquées voir Documentation technique du
produit Charisma Flow, version 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

Reglement relatif aux dispositifs médicaux 2017/745 Annexe 1X,
Chapitre I, Paragraphes 2 et 3 et Chapitre I

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

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg / Allemagne

CE 0197
HZ 1198082-1
02
29.11.2022 77 .
LV Talonee, el
i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nom et fonction / Name and function

Cette déclaration de conformité est valable 2 ans en relation avec les documents de libération pour le lot respectif des
dispositifs médicaux fabriqués / This statement of conformity is valid for 2 years in connection with the release documents for

the respective batch of produced devices.

N° doc. :2048697 Version : 05 Page 1 sur1 FR/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Déclaration de conformité / Declaration of Conformity
Annexe / Annex : Liste des articles / List of Articles

Le dispositif médical / Charisma Flow
The medical device

Numéro de version / Version number 02

Remplace I'annexe de / 29.11.2022

Replaces Annex from

Cette liste d’articles est valable pour la 02
déclaration de conformité, version / This

article list is valid for the declaration of

conformity version

UDI-DI/ UDI-DI | humero de reférence /o Name
rticle number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - A1l
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYR ROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYR ROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
[ i/ /
LV Talonee, el
Hanau, 23.10.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Lieu, date / Place, date Nom et fonction / Name and function

N° doc. :2057497 Version : 01 Page 1 sur1 FR/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

KULZER

AHAQZH YMMOP®QEHE /| DECLARATION OF CONFORMITY

Emrwvupia kar dielBuvon etaipeiag / Kulzer GmbH
Name and address of the company 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 1ATPOTEXVOAOYIKG TTp0idV / the medical device Charisma Smart

Emwvuyia, TUtrog i povTéAo, TapTida | aplBuog
oeIpdg, MOavEg TTNYES Kal aplBudg e1dwv / Name,
type or model, batch or serial number, possibly
sources and number of items

KataAoyog €1dwv Mapdptnua / List of Articles see Annex

Kwdikég EMDN / EMDN-Code ?52178101

Kwdikég GMDN / GMDN code

Kwdiké¢ UMDNS / UMDNS code 16-724

Baoiké UDI-DI / Basic UDI-DI ++J0141103COMP010103h8A

kAdong / of class lla

oUppwva Pe Tov Kavova / according to rule 8-1, 19-3 cupgwva pe to Mapdptnua VIl Tou Kavoviopou

2017/745 yia 1a 1aTpoTeXvoAoyIkd TTpoidvTa / according to Annex
VIl of Medical Device Regulation 2017/745

mwANpPoi 0Agg TIg 1I0XUoUoEeG Siatdageig Tou Kavoviouou 2017/745 yia Ta 1aTPOTEXVOAOYIKA TTPoidvTa. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

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

Tpoiévtog Charisma Flow, ékdoon 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

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

Aladikagia agioAdynong cuppdpewaong cUuewva e Kavovioudg 2017/745 yia 1a 10TpoTeEXVOAOYIKA TTPOIOVTA,

/ Mapdptnua IX, KepdAaio |, Tunua 2 kai 3, kai KepdAaio 111

Conformity assessment procedure acc. to Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter il

Koivotroinuévog opyaviopog / Notified Body TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg / l'epuavia

CE 0197
Ap1Budg kataxwpnong / Registration number. HZ 1198082-1
Ap1Budg ékdoong / Version number 02
AvTiKaBI0TA TN dAwon cuppdpewong améd / 29.11.2022 y
Replaces Declaration of Conformity from - W/ [{~(
Hanau,23.10.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Tét0G, Nuepounvia / Place, Ovoparemwvupo Kai TiThog / Name and function

date

AuTA n dNAwaon cuppopewaong IoXUEl yia 2 Xpovia O 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. eyypdpou:2048697 ‘Exdoon: 05 ZeAida 1 atmo 1 GR/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

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

To 1aTpoTEXVOAOYIKO TTPOIOV /
The medical device

Ap1Buo6g ékdoong / Version number 02
29.11.2022

AvTtikaBioTd 1o Mapdptnua até /
Replaces Annex from

AuTdG 0 KaTdAoyog TTPOIGVTWY IoXUEI yIa TNV 02

ékdoon dnAwang oupuodpewong / This article
list is valid for the declaration of conformity

Charisma Flow

version
UDI-DI / UDI-DI Ap1BloG €idOUS ] |5 0 | Name

Article number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1x1,8G - A1l
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYRROW 1x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYRROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYRROW 1 x1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYRROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE

Hanau,23.10.2024

Totog, nuepopnvia / Place, date

Ap. eyypdoeou:2057497

‘Exdoon: 01

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

Ovopatetwvupo kai TiThog / Name and function

YeAida 1 amo 1 GR/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

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 Smart

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 ?52178101

Sifra GMDN / GMDN code

sifra UMDNS / UMDNS code 16-724

osnovni UDI-DI / Basic UDI-DI ++J0141103COMP010103h8A

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 Flow, verzija 02

documents Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

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 lll
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 Nurnberg / Njemacka
CE 0197

Registracijski broj / Registration number: HZ 1198082-1

Broj verzije / Version number 02

Zamijenjuje Izjavu o uskladenosti od / 29.11.2022 / g

Repl Declaration of Conformity fi -

eplaces Declaration of Conformity from 4 \/ ‘ M@%&\w

Hanau, 23.10.2024 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: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

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

Medicinski proizvod / Charisma Flow

The medical device
Broj verzije / Version number 02

Zamjenjuje Dodatak od / 29.11.2022

Replaces Annex from

Ovaj popis artikala valjan je za verziju izjave 02
u sukladnosti / This article list is valid for the

declaration of conformity version

UDI-DI / UDI-DI Broj artikla / Naziv / Name
Article number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1X 1,8G -B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1x1,8G-A1l
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYRROW 1x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYRROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYRROW 1 x1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
G =1
iV W\é@‘u&&/\
Hanau,23'10'2024 i.V. Dr. Matthias Hartmann

Mijesto, datum / Place, date

Dok. br.:2057497

Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH

Verzija: 01

Ime i funkcija / Name and function

Stranica 1 od 1

HR/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

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

osztalya / of class

a kdvetkezd szabaly szerint / according to rule

Charisma Smart

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

Q 010101

35870

16-724
++J0141103COMP010103h8A

lla

8-1, 19-3 az orvostechnikai eszkozokrél 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

Hanau, 23.10.2024

Hely, datum / Place, date

Ez a megfelelbéségi nyilatkozat 2 évig érvényes a gyartott eszk6z6k adott tételére vonatkozd kibocsatasi dokumentumokkal
egylitt. | 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

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Tovabbi alkalmazott szabvanyokat lasd a mlszaki dokumentacioban,
termék: Charisma Flow, 02. verzio

Further Applied standards see Technical Documentation of

Product Charisma Flow, Version 02

Az orvostechnikai eszk6zokrél 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

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg / Németorszag

CE 0197

HZ 1198082-1

02

29.11.2022 L
0 ﬁd{/‘é@s\“&\b&

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

Név és funkcié / Name and function

Verzio: 05 Oldalszam: 1 /1

HU/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

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

Az orvostechnikai eszk6z / Charisma Flow
The medical device

Verzidészam / Version number 02

Felvaltja a mellékletet ettdl / 29.11.2022

Replaces Annex from

Ez a tétellista a megfelelségi nyilatkozat 02
kdvetkezd verzidjahoz érvényes / This article
list is valid for the declaration of conformity

version
UDI-DI / UDI-DI Cikkszam / Név / Name
Article number

+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYRROW 1x1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
Hanau, 23.10.2024 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: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

DICHIARAZIONE DI CONFORMITA /| DECLARATION OF CONFORMITY

Nome e indirizzo della societa /
Name and address of the company

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Germania / Germany

SRN: DE-MF-000007705

Dichiariamo sotto la nostra esclusiva responsabilita che /
We declare under our sole responsibility that

il dispositivo medico / the medical device

Nome, tipo o modello, numero di lotto o di serie,
eventualmente fonti e numero di articoli / Name,
type or model, batch or serial number, possibly
sources and number of items

Codice EMDN / EMDN-Code
Codice GMDN / GMDN code
Codice UMDNS / UMDNS code
UDI-DI di base / Basic UDI-DI

di classe / of class

secondo la norma / according to rule

Charisma Flow

Elenco degli articoli vedi allegato / List of Articles see Annex

Q 010101

35870

16-724
++J0141103COMP010103h8A

lla

8-1, 19-3 secondo l'allegato VIII del regolamento sui dispositivi
medici 2017/745 | according to Annex VIl of Medical Device
Regulation 2017/745

soddisfa tutte le disposizioni del regolamento sui dispositivi medici 2017/745 ad esso applicabili. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Norme armonizzate applicate, norme nazionali o
altri documenti normativi / Applied harmonised
standards, national standards or other normative
documents

Procedura di valutazione della conformita secondo il

/
Conformity assessment procedure acc. to

Organismo notificato / Notified Body

Numero di registrazione / Registration number:
Numero versione / Version number

Sostituisce la dichiarazione di conformita di /
Replaces Declaration of Conformity from

Hanau, 23.10.2024

Luogo, data / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Ulteriori norme applicate vedi Documentazione tecnica di
Prodotto Charisma Flow, Versione 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

Regolamento sui dispositivi medici 2017/745 Allegato 1X, Capitolo |,
Paragrafi 2 e 3, e Capitolo Ill

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

TOV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Norimberga / Germania

CE 0197
HZ 1198082-1
02
29.11.2022 7 g
LV Talonee, el
i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nome e funzione / Name and function

La presente dichiarazione di conformita ha validita di 2 anni in relazione ai documenti di rilascio per il lotto corrispondente di
dispositivi prodotti. / This statement of conformity is valid for 2 years in connection with the release documents for the respective
batch of produced devices.

N. doc.:2048697 Versione: 05 Pagina 1 di1 IT/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Elenco degli articoli / List of Articles
Allegato / Annex: Dichiarazione di conformita / Declaration of Conformity

Il dispositivo medico /
The medical device

Numero versione / Version number

Sostituisce l'allegato da /
Replaces Annex from

Questa lista di articoli & valida per la versione
della dichiarazione di conformita / This article
list is valid for the declaration of conformity
version

Charisma Flow

02
29.11.2022

02

UDI-DI/ uDl-pI | Numeroarticolo /|y o Name

Article number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1x1,8G - A1l
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYRROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYRROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYRROW 1 x1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYRROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
Hanau,23'1o'2024 i.V. Dr. Matthias Hartmann

Luogo, data / Place, date

N. doc.:2057497

Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH

Versione: 01

Nome e funzione / Name and function

Pagina 1 di 1

IT/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

ATITIKTIES DEKLARACIJA /| DECLARATION OF CONFORMITY

Bendrovés pavadinimas ir adresas /
Name and address of the company

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Vokietija / Germany

SRN: DE-MF-000007705

Prisiimdami visa atsakomybe pareiSkiame, kad / We declare under our sole responsibility that

medicinos prietaisas / the medical device

Pavadinimas, tipas arba modelis, partija arba serijos
numeris, galimi Saltiniai ir elementy skai€ius / Name,
type or model, batch or serial number, possibly
sources and number of items

EMDN kodas / EMDN-Code
GMDN kodas / GMDN code
UMDNS kodas / UMDNS code
Pagrindinis UDI-DI / Basic UDI-DI

klasés / of class

pagal taisykle / according to rule

Charisma Smart

Prekiy saraso ieSkokite Priede / List of Articles see Annex

Q 010101

35870

16-724
++J0141103COMP010103h8A

lla

8-1, 19-3 Pagal Medicinos prietaisy reglamento 2017/745 VII|
priedg / according to Annex VIl of Medical Device Regulation
2017/745

atitinka visas jam taikomas Medicinos prietaisy reglamento 2017/745 salygas. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Taikomi harmonizuotieji standartai, nacionaliniai
standartai ar kiti normatyviniai dokumentai / Applied
harmonised standards, national standards or other
normative documents

Atitikties patvirtinimo proceddra pagal /
Conformity assessment procedure acc. to

Notifikuotoji jstaiga / Notified Body

Registracijos numeris / Registration number:
Versijos numeris / Version number

Pakeicia atitikties deklaracijg nuo /
Replaces Declaration of Conformity from

Hanau, 23.10.2024

Vieta, data / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
atkuriamosiomis medziagomis Kitus taikomus standartus Zr.
produkto Charisma Flow, techninéje dokumentacijoje, 2 versijoje
Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 2

Medicinos priemoniy reglamento 2017/745 IX priedas, | skyrius, 2 ir
3 straipsniai bei Il skyrius

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 / Vokietija

CE 0197

HZ 1198082-1
02
29.11.2022 ,
- I/ [ <]

V. Tl il
i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Vardas, pavardé ir pareigos / Name and function

Si atitikties deklaracija galioja 2 metus kartu su atitinkamos pagaminty priemoniy partijos pateikimo j rinkg dokumentais. / 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 Versija: 05 1psl.is1 LT/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Prekiy sarasas / List of Articles
Priedas / Annex: Atitikties deklaracija / Declaration of Conformity

Medicinos prietaisas / Charisma Flow
The medical device

Versijos numeris / Version number 02

Pakeicia Priedg nuo / 29.11.2022
Replaces Annex from

Sis straipsniy sarasas tinka atitikties 02
deklaracijai, kurios versija yra / This article
list is valid for the declaration of conformity

version
UDI-DI/ UDI-DI | Frekesnumeris/ g o dinimas | Name

Article number
1014660154950 | 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+1014660154960 | 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+1014660154970 | 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
1014660154980 | 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3.5
1014660154990 | 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+1014660155000 | 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYRROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYRROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYRROW 1x 1,8G -B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE

Hanau,23'1o'2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Vieta, data / Place, date Vardas, pavardé ir pareigos / Name and function

Dok. Nr.2057497 Versija: 01 1psl.is1 LT/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

ATBILSTIBAS DEKLARACIJA /| DECLARATION OF CONFORMITY

Uznémuma nosaukums un adrese /
Name and address of the company

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Vacija / Germany

SRN: DE-MF-000007705

Meés vienigi uz savu atbildibu deklaréjam, ka / We declare under our sole responsibility that

mediciniska ierice / the medical device

Pre€u nosaukums, tips vai modelis, partijas vai
sérijas numurs, iesp&jamie avoti un skaits / Name,
type or model, batch or serial number, possibly
sources and number of items

EMDN kods / EMDN-Code
GMDN kods / GMDN code
UMDNS kods / UMDNS code
Pamata UDI-DI / Basic UDI-DI

klase / of class

saskana ar noteikumu / according to rule

Charisma Flow

Precu sarakstu skatiet pielikuma / List of Articles see Annex

Q 010101

35870

16-724
++J0141103COMP010103h8A

lla

8-1, 19-3 saskana ar Medicinisko iericu regulas 2017/745
VIl pielikumu / according to Annex VIII of Medical Device
Regulation 2017/745

atbilst visiem tiem Medicinisko iericu regulas 2017/745 noteikumiem, kas uz to attiecas. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Izmantotie saskanotie standarti, nacionalie standarti
vai citi normativie dokumenti / Applied harmonised
standards, national standards or other normative
documents

Atbilstibas novértéSanas proceddra saskana ar /
Conformity assessment procedure acc. to

Pilnvarota iestade / Notified Body

Registracijas numurs / Registration number:

Versijas numurs / Version number

Aizstaj atbilstibas deklaraciju, kas datéta ar /
Replaces Declaration of Conformity from

Hanava 23.10.2024

Vieta, datums / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Citus izmantotos standartus skatiet tehniskaja dokumentacija par
produktu Charisma Flow, V2. versija

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 2.

Medicinisko ierf€u regulas 2017/745 IX pielikumu, | nodalu, 2. un
3. iedalu un Ill nodalu

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

TOV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg/Vacija

CE 0197
HZ 1198082-1

02
29.11.2022 / s
oV M@‘“&\U&
v.i. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Vards, uzvards un amats / Name and function

Sis pazinojums par atbilstibu ir derigs 2 gadus saistiba ar razoto ieri€u atbilstoSas partijas izlaiSanas dokumentiem. / 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 Versija: 05 1. lpp.no1 LV/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Precu saraksts / List of Articles
Pielikums / Annex: Atbilstibas deklaracija / Declaration of Conformity

Mediciniska ierice /
The medical device
Versijas numurs / Version number

Aizstaj pielikumu, kas datéts ar /
Replaces Annex from

Sis izstradajumu saraksts ir derigs $adai
atbilstibas deklaracijas versijai / This article
list is valid for the declaration of conformity

Charisma Flow

02
29.11.2022

02

version
UDI-DI / UDI-DI Preces numurs [ |\ ukums | Name

Article number
+J014660154950 66015495 CHARISMA FLOW SYR1X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1x1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYRROW 1 x1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
Hanava 23.10.2024 v.i. Dr. Matthias Hartmann

Vieta, datums / Place, date

Dok.-Nr.:2057497

Versija: 01

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Vards, uzvards un amats / Name and function

1. lpp.no1



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

VERKLARING VAN CONFORMITEIT /| DECLARATION OF CONFORMITY

Naam en adres van de onderneming / Kulzer GmbH
Name and address of the company Leipziger Strafle 2, 63450 Hanau
Duitsland / Germany

SRN: DE-MF-000007705

Wij verklaren geheel onder onze eigen verantwoordelijkheid dat /
We declare under our sole responsibility that

het medisch hulpmiddel / the medical device Charisma Flow

Naam, type of model, batch of serienummer,
mogelijke bronnen en aantal items / Name, type or
model, batch or serial number, possibly sources and
number of items

Voor lijst met artikelen, zie bijlage / List of Articles see Annex

EMDN-code / EMDN-Code 252178101

GMDN-code / GMDN code

UMDNS-code / UMDNS code 16-724

Basis UDI-DI / Basic UDI-DI ++J0141103COMP010103h8A
van klasse / of class lla

in overeenstemming met regelgeving / according to  8-1, 19-3 conform Bijlage VIII van de Verordening (EU) 2017/745
rule betreffende medische hulpmiddelen / according to Annex VIII of
Medical Device Regulation 2017/745

voldoet aan alle voorschriften van de Verordening (EU) 2017/745 betreffende medische hulpmiddelen die erop van
toepassing zijn. / meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

EN ISO 4049 - Dentistry— Polymer-based restorative materials

Voor overige toegepaste normen, zie technische documenten van

product Charisma Flow, versie 02

Further Applied standards see Technical Documentation of Product

Charisma Flow, Version 02

Toegepaste geharmoniseerde normen, nationale
normen of andere normatieve documenten / Applied
harmonised standards, national standards or other
normative documents

Conformiteitsbeoordelingsprocedure in Verordening (EU) 2017/745 betreffende medische hulpmiddelen

overeenstemming met / Conformity assessment bijlage IX, hoofdstuk I, sectie 2 en 3 en hoofdstuk I

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

Aangemelde instantie / Notified Body TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nurnberg / Duitsland

CE 0197
Registratienummer / Registration number: HZ 1198082-1
Versienummer / Version number 02
Vervangt de verklaring van conformiteit van / 29.11.2022 .
Replaces Declaration of Conformity from . | ﬁéét//\N [~
v \/ A NS %\L\&\(M
Hanau, 23.10.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Plaats, datum / Place, date Naam en functie / Name and function

Deze conformiteitsverklaring is 2 jaar geldig in verband met de vrijgavedocumenten voor de respectieve partij van geproduceerde
hulpmiddelen / 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 Versie: 05 Pagina 1 van 1 NL/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Lijst met artikelen / List of Articles
Annex /| Annex: Verklaring van conformiteit / Declaration of Conformity

Het medisch hulpmiddel /
The medical device

Charisma Flow

Versienummer / Version number 02
Vervangt de bijlage van / 29.11.2022
Replaces Annex from

Deze artikellijst is geldig voor de 02

conformiteitsverklaring, versie / This article
list is valid for the declaration of conformity
version

Unieke identificatiecode / | Artikelnummer / Naam / Name

UDI-DI Article number

+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR1X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYRROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYRROW 1x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYRROW 1x1,8G -B2
+J014660958500 66095850 CHARISMA FLOW SYRROW 1x1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYRROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE

HanaU, 23.10.2024

0 m@ﬁ&{u&

i.V Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Plaats, datum / Place, date

Doc.nr.:2057497

Versie: 01

Naam en functie / Name and function

Pagina 1 van 1

NL/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

SAMSVARSERKLZARING / DECLARATION OF CONFORMITY

Selskapets navn og adresse / Kulzer GmbH
Name and address of the company Leipziger Strafle 2, 63450 Hanau
Tyskland / Germany

SRN: DE-MF-000007705
Vi erklaerer pa eget ansvar at / We declare under our sole responsibility that

det medisinske utstyret / the medical device Charisma Flow

Navn, type eller modell, parti- eller serienummer,
eventuelt kilder og antall elementer /

Name, type or model, batch or serial number, possibly
sources and number of items

Liste over artikler, se vedlegg / List of Articles, see Annex

EMDN-kode / EMDN-Code ?52178101

GMDN-kode / GMDN code

UMDNS-kode / UMDNS code 16-724

Grunnleggende UDI-DI / Basic UDI-DI ++J0141103COMP010103h8A

i klasse / of class lla

i henhold til regel / according to rule 8-1, 19-3 i henhold til vedlegg VIl i forordning 2017/745 om

medisinsk utstyr / according to Annex VIII of Medical Device
Regulation 2017/745

oppfyller alle relevante bestemmelser i forordning 2017/745 om medisinsk utstyr. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Anvendte harmoniserte standarder, nasjonale
standarder eller andre normative dokumenter /
Applied harmonised standards, national standards or
other normative documents

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Ytterligere anvendte standarder, se teknisk dokumentasjon for
produktet Charisma Flow, versjon 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

forordning 2017/745 om medisinsk utstyr vedlegg IX, kapittel I,
avsnitt 2 og 3 og kapittel IlI

Prosedyre for samsvarsvurdering i henhold til / Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
Conformity assessment procedure acc. to 2 and 3 and Chapter Il
Teknisk kontrollorgan / Notified Body TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nurnberg / Tyskland

CE 0197
Registreringsnummer / Registration number: HZ 1198082-1
Versjonsnummer / Version number 02
Erstatter samsvarserkleering fra / 29.11.2022 /
Replaces Declaration of Conformity from . | ﬁéét//\N o
v \/ A NS %\L\&\(M
Hanau, 23.10.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Sted, dato / Place, date Navn og funksjon / Name and function

Denne samsvarserklaeringen er gyldig i 2 ar i tilknytning til frigivelsesdokumentene for det aktuelle partiet med
produsert utstyr. / 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 Versjon: 05 Side 1 av1 NO/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Liste over artikler / List of Articles
Vedlegg / Annex: Samsvarserklaering / Declaration of Conformity

Det medisinske utstyret /
The medical device

Versjonsnummer / Version number

Erstatter vedlegg fra /
Replaces Annex from

Denne artikkellisten gjelder for
samsvarserklaeringsversjon / This article list
is valid for the declaration of conformity

Charisma Flow

02
29.11.2022

02

version
UDI-DI / UDI-DI Artikkelnummer /= |\ 0/ Name

Article number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+1014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+1014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3.5
+1014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+1014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+1014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+1014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+1014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+1014660958450 66095845 CHARISMA FLOW SYR ROW 1 x 1,8G - AL
+1014660958460 66095846 CHARISMA FLOW SYR ROW 1 x 1,8G - A2
+1014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+1014660958480 66095348 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+1014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+1014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+1014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+1014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+1014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE

Hanau, 23.10.2024

Sted, dato / Place, date

Dok.nr.:2057497

i [ / ( '/ ar’f
i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Versjon: 01

Navn og funksjon / Name and function

Side1av1 NO/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

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 Smart

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

2rédha 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 252178101

Kod wyrobu wg GMDN / GMDN code

Kod wyrobu wg UMDNS / UMDNS code 16-724

Kod Basic UDI-DI / Basic UDI-DI ++J0141103COMP010103h8A

klasy / of class lla

zgodnie z regutg / according to rule 8-1, 19-3 zgodnie z zatgcznikiem 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 Flow, wersja 02

documents Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02
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 wersji / Version number 02
Zastepuje Deklaracje zgodnoéci z / 29.11.2022 /
Replaces Declaration of Conformity from - ‘ Mt//‘w [ ~f
v \/ A NS %\L\&\(M
Hanau, 23.10.2024 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: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

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

Wyréb medyczny / Charisma Flow
The medical device

Numer wersiji / Version number 02

Zastepuje zatgcznik z dnia / 29.11.2022

Replaces Annex from

Ponizsza lista artykutow obowigzuje dla 02
nastepujgcych wersji deklaracji zgodnosci /

This article list is valid for the declaration of
conformity version

UDI-DI / UDI-DI Numer wyrobu /' \\.., 2 | Name
Article number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYR ROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYR ROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
,'/
o M@‘L‘%‘iuk
Hanau, 23.10.2024 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: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

DECLARAGAO DE CONFORMIDADE / DECLARATION OF CONFORMITY

Nome e morada da empresa /
Name and address of the company

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Alemanha / Germany

SRN: DE-MF-000007705

Declaramos, sob nossa exclusiva responsabilidade, que / We declare under our sole responsibility that

o dispositivo médico / the medical device

Nome, tipo ou modelo, nimero de lote ou de série,
possivelmente origem e quantidade de itens /
Name, type or model, batch or serial number,
possibly sources and number of items

Caodigo EMDN / EMDN-Code
Cdodigo GMDN / GMDN code
Caédigo UMDNS / UMDNS code
UDI-DI basico / Basic UDI-DI

da classe / of class

em conformidade com o regulamento / according to
rule

Charisma Flow

Lista de artigos, ver Anexo / List of Articles see Annex

Q 010101

35870

16-724
++J0141103COMP010103h8A

lla

8-1, 19-3 em conformidade com o Anexo VIII do Regulamento
2017/745 relativo aos Dispositivos Médicos / according to Annex VI
of Medical Device Regulation 2017/745

cumpre todas as disposigoes aplicaveis do Regulamento 2017/745 relativo aos Dispositivos Médicos. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Normas harmonizadas aplicadas, normas nacionais
ou outros documentos normativos / Applied
harmonised standards, national standards or other
normative documents

Procedimento de avaliagdo da conformidade de

acordo com /
Conformity assessment procedure acc. to

Organismo notificado / Notified Body

Numero de registo / Registration number:
Numero de versao / Version number

Substitui a Declaragéo de Conformidade de /
Replaces Declaration of Conformity from

Hanau, 23.10.2024

Local, data / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Outras normas aplicadas, ver Documentagéo técnica do produto
Charisma Flow, Verséao 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

Anexo IX do Regulamento 2017/745 relativo aos Dispositivos
Médicos, Capitulo I, sec¢do 2 e 3 e Capitulo llI

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 / Alemanha
CE 0197
HZ 1198082-1
02
29.11.2022 / g
o ﬁé«/\é@%\&\u&
p.p. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH
Nome e fungdo / Name and function

A presente declaragdo de conformidade é vélida durante 2 anos em associagdo aos documentos do respetivo lote de
dispositivos produzidos. / 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

Versdo: 05 Pagina 1 de 1 PT/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Lista de

artigos / List of Articles

Anexo / Annex: Declaragao de Conformidade / Declaration of Conformity

O dispositivo médico /
The medical device

Numero de versao / Version number

Substitui o Anexo de /
Replaces Annex from

A presente lista de artigos é valida para a
versao da declaragao de conformidade / This
article list is valid for the declaration of
conformity version

Charisma Flow

02
29.11.2022

02

ubl-DI/ upl-pi | Numerodeartigo /|y, o/ Name
Article number
+J014660154950 66015495 CHARISMA FLOW SYR1X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYRROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYRROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYRROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYRROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
. oG .
23.10.2024 N m‘*%&&k
Hanau, p.p. Dr. Matthias Hartmann

Local, data / Place, date

N.° de Doc.:2057497

Versao: 01

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nome e fungao / Name and function

Pagina 1 de 1 PT/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

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 Smart

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

Q 010101

35870

16-724
++J0141103COMP010103h8A

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’ 23.10.2024

Loc, data / Place, date

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Alte standarde aplicate, vezi documentatia tehnica a Produsului
Charisma Flow, Versiunea 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

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
02
29.11.2022

- i "ot
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: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Lista de

articole / List of Articles

Anexa / Annex: Declaratie de conformitate / Declaration of Conformity

Dispozitivul medical /
The medical device

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 Flow

02
29.11.2022

02

upl-DI/ upl-pr | Numararticol /|y ) Name

Article number
+1014660154950 | 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYRROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYRROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYRROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
1014660958520 | 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
1014660958530 | 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE

Hanau, 23.10.2024

Loc, data / Place, date

Doc.-Nr.:2057497

Versiune: 01

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

Nume si functie / Name and function

Pagina 1 din 1 RO/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

FORSAKRAN OM OVERENSSTAMMELSE / DECLARATION OF CONFORMITY

Foretagets namn och adress /
Name and address of the company

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Tyskland / Germany

SRN: DE-MF-000007705

Vi forséakrar pa eget ansvar att / We declare under our sole responsibility that

den medicintekniska produkten / the medical device

Namn, typ eller modell, batch eller serienummer,
eventuella kallor och antal artiklar / Name, type or
model, batch or serial number, possibly sources and
number of items

EMDN-kod / EMDN-Code

GMDN-kod / GMDN code
UMDNS-kod / UMDNS code
Grundlaggande UDI-DI / Basic UDI-DI

i klass / of class

enligt paragraf / according to rule

Charisma Flow

Se bilaga for lista 6ver artiklar / List of Articles see Annex

Q 010101

35870

16-724
++J0141103COMP010103h8A

lla

8-1, 19-3 enligt bilaga VIII i férordningen om medicintekniska
produkter 2017/745 / according to Annex VIl of Medical Device
Regulation 2017/745

uppfyller kraven i forordningen om medicintekniska produkter 2017/745 som galler produkten. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Tillampade harmoniserade standarder, nationella
standarder eller andra normerande dokument /
Applied harmonised standards, national standards
or other normative documents

Forfarande for bedémning av éverensstammelse
enl./
Conformity assessment procedure acc. to

Anmalt organ / Notified Body

Registreringsnummer / Registration number:
Versionsnummer / Version number

Ersatter forsdkran om dverensstdmmelse fran /
Replaces Declaration of Conformity from

Hanau, 23.10.2024

Ort, datum / Place, date

Denna férsakran om Overensstammelse &ar giltig

EN ISO 4049 - Dentistry— Polymer-based restorative materials
For ytterligare tillampade standarder, se teknisk dokumentation foér
produkten Charisma Flow, version 02

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

férordning om medicintekniska 2017/745 bilaga 1X, kapitel |,
avsnitt 2 och 3 och kapitel Il

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

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg/Tyskland

CE 0197

HZ 1198082-1
02
29.11.2022 ,
- I/ [ <]

V. Tl il
i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Namn och funktion / Name and function

i 2 ar tilsammans med dokumenten for frislAppande av respektive

tillverkningsserie av medicintekniska produkter. / 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 Sida1av1 SE/GB
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IKULZER

Lista over artiklar / List of Articles
Bilaga / Annex: Forsakran om overensstammelse / Declaration of Conformity

Den medicintekniska produkten / Charisma Flow
The medical device

Versionsnummer / Version number 02

Ersatter bilaga fran / 29.11.2022

Replaces Annex from

Denna artikellista galler for férklaring av 02
Overensstammelse version / This article list is
valid for the declaration of conformity version

UDI-DI/ uplpl  |ATtikelnummer/ )\ ) Name
Article number

+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYRROW 1x1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE
Hanau,23.10.2024 i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH
Ort, datum / Place, date Namn och funktion / Name and function

Dok.nr:2057497 Version: 01 Sidat1av1 SE/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

IZJAVA O SKLADNOSTI / DECLARATION OF CONFORMITY

Ime in naslov podjetja / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
Nemcija / Germany

SRN: DE-MF-000007705
Z izkljuéno odgovornostjo izjavljamo, da /| We declare under our sole responsibility that

medicinski pripomocek / the medical device Charisma Flow

Ime, vrsta ali model, Stevilka Sarze ali serijska
Stevilka, po moznosti izvor in Stevilo izdelkov /
Name, type or model, batch or serial number,
possibly sources and number of items

Seznam artiklov je na voljo v Prilogi / List of Articles see Annex

Koda EMDN / EMDN-Code ?52178101

Koda GMDN / GMDN code

Koda UMDNS / UMDNS code 16-724

Osnovni UDI-DI / Basic UDI-DI ++J0141103COMP010103h8A

razreda / of class lla

v skladu s &lenom / according to rule 8-1, 19-3, v skladu s Prilogo VIII Uredbe o medicinskih
pripomockih 2017/745 / according to Annex VIl of Medical Device
Regulation 2017/745

izpolnjuje vse dolo¢be Uredbe o medicinskih pripomockih 2017/745, ki veljajo zan;j. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Uveljavljeni usklajeni standardi, nacionalni standardi
ali drugi normativni dokumenti / Applied harmonised
standards, national standards or other normative

EN ISO 4049 - Dentistry— Polymer-based restorative materials
Drugi uveljavljeni standardi so na voljo v Tehni¢ni dokumentaciji
izdelka Charisma Flow, razli¢ica 2.

documents Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 2.
Postopek ugotavljanja skladnosti v skladu z / Uredbo o medicinskih pripomockih 2017/745, Priloga IX, poglavije I,
Conformity assessment procedure acc. to oddelka 2 in 3, poglavje Il
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter Ill
Prigladeni organ / Notified Body TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg/Nemcija
CE 0197
Registrska Stevilka / Registration number: HZ 1198082-1
Stevilka razli¢ice / Version number 02
Nadomes¢a Izjavo o skladnosti z dne / 29.11.2022 /
Replaces Declaration of Conformity from - %7 M{/‘N I f
Hanau, 23.10.2024 zastopnica Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Kraj, datum / Place, date Ime in polozaj / Name and function

Ta izjava o skladnosti je veljavna 2 leti v povezavi z dokumenti o izdaji za zadevne serije proizvedenih pripomockov. / This
statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced
devices.

St. dok.:2048697 Razli¢ica: 05 Stran 1 od 1 SI/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

Seznam artiklov / List of Articles
Priloga / Annex: Izjava o skladnosti / Declaration of Conformity

Medicinski pripomocek /

The medical device

Charisma Flow

Stevilka razliice / Version number 02
Nadomes&¢a Prilogo z dne / 29.11.2022
Replaces Annex from
Ta seznam izdelkov velja za naslednjo 02
razli€ico izjave o skladnosti / This article list is
valid for the declaration of conformity version
uDI-DI/ uprp | Stevilkaartiklal o) yo e

Article number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYR ROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYR ROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYR ROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYR ROW 1 x 1,8G - A3,5
+J014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+J014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+J014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+J014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+J014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE

zastopnica Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Ime in poloZaj / Name and function

Hanau, 23.10.2024

Kraj, datum / Place, date

St. dok.:2057497 Razli¢ica: 01 Stran 1 od 1 SI/GB



Docusign Envelope ID: 6D5F47DE-27A4-4A2B-8364-C10BB47FF92C

IKULZER

VYHLASENIE O ZHODE /| DECLARATION OF CONFORMITY

Nazov a adresa spolo¢nosti /
Name and address of the company

Kulzer GmbH
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

Nazov, typ alebo model, Cislo Sarze alebo sériové
Cislo, pripadne zdroje a pocet kusov / 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

Zakladné identifikacné Cislo UDI-DI / Basic UDI-DI

triedy / of class

podfa pravidla / according to rule

Charisma Smart

Zoznam poloziek je uvedeny v prilohe / List of Articles see Annex

Q 010101

35870

16-724
++J0141103COMP010103h8A

lla

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

Postup posudenia zhody podla /
Conformity assessment procedure acc. to

Notifikovany organ / Notified Body

Registracné C&islo / Registration number:
Cislo verzie / Version number

Nahradza vyhlasenie o zhode z /
Replaces Declaration of Conformity from

Hanau, 23.10.2024

Miesto, datum / Place, date

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

Further Applied standards see Technical Documentation of
Product Charisma Flow, Version 02

prilohy IX k nariadeniu 2017/745 o zdravotnickych poméckach,
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

TOV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg / Nemecko

CE 0197

HZ 1198082-1
02
29.11.2022

i.V. e

Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

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
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IKULZER

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

Zdravotnicka pomdcka /
The medical device

Cislo verzie / Version number

Nahradza prilohu z /
Replaces Annex from

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

Charisma Flow

02
29.11.2022

02

UDI-DI / UDI-DI Cislo polozky /|y | Name

Article number
+J014660154950 66015495 CHARISMA FLOW SYR 1 X 1,8G - Al
+J014660154960 66015496 CHARISMA FLOW SYR 1 X 1,8G - A2
+J014660154970 66015497 CHARISMA FLOW SYR 1 X 1,8G - A3
+J014660154980 66015498 CHARISMA FLOW SYR 1 X 1,8G - A3,5
+J014660154990 66015499 CHARISMA FLOW SYR 1 X 1,8G - B2
+J014660155000 66015500 CHARISMA FLOW SYR 1 X 1,8G - B3
+J014660155040 66015504 CHARISMA FLOW SYR 1 X 1,8G - BASELINER
+J014660155010 66015501 CHARISMA FLOW SYR 1 X 1,8G - OA2
+J014660155020 66015502 CHARISMA FLOW SYR 1 X 1,8G - OA4
+J014660958450 66095845 CHARISMA FLOW SYRROW 1 x 1,8G - Al
+J014660958460 66095846 CHARISMA FLOW SYRROW 1 x 1,8G - A2
+J014660958470 66095847 CHARISMA FLOW SYRROW 1 x 1,8G - A3
+J014660958480 66095848 CHARISMA FLOW SYRROW 1 x 1,8G - A3,5
+1014660958490 66095849 CHARISMA FLOW SYR ROW 1 x 1,8G - B2
+1014660958500 66095850 CHARISMA FLOW SYR ROW 1 x 1,8G - B3
+1014660958510 66095851 CHARISMA FLOW SYR ROW 1 x 1,8G - OA2
+1014660958520 66095852 CHARISMA FLOW SYR ROW 1 x 1,8G - OA4
+1014660958530 66095853 CHARISMA FLOW SYR ROW 1 x 1,8G - BASE

Hanau, 23.10.2024

Miesto, datum / Place, date

Cislo dokumentu:2057497

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

Verzia: 01

Meno a funkcia / Name and function

Strana1z1 SK/GB
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