Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

KULZER

KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

Name und Adresse der Firma /
Name and address of the company

Kulzer GmbH
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

Bezeichnung, Typ oder Modell, Chargen- oder
Seriennummer, ev. Herkunft und Stlickzahl /
Name, type or model, batch or serial number,
possibly sources and number of items

EMDN-Nummer / EMDN-Code
GMDN-Nummer / GMDN code
UMDNS-Nummer / UMDNS code
Basis-UDI-DI / Basic UDI-DI

der Klasse / of class

nach Regel / according to rule

Oxasil

Artikelliste sieche Anhang / List of Articles see Annex

Q010201

35866

16-679
++J0141209IMC0201pVL

lla

5-1, 19-3 nach Anhang VIl der Medizinprodukte-Verordnung,
2017/745 | according to Annex VIII of Medical Device Regulation
2017/745

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

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

Konformitatsbewertungsverfahren nach /
Conformity assessment procedure acc. to

Benannte Stelle / Notified Body

Registrierungsnr. / Registration No.:
Versionsnummer / Version number

Ersetzt Konformitatserklarung vom /
Replaces Declaration of Conformity from

Hanau,

30.10.2025

Ort, Datum / Place, date

EN ISO 4823 - Zahnheilkunde - Elastomere Abform- und
Bissregistriermaterialien / Dentistry - Elastomeric impression and
bite registration materials

Weitere angewandte Normen siehe Version 02 der Technischen
Dokumentation von C-Silikone -Activator Universal Plus, Optosil,
Oxasil, Xantopren / Further Applied standards see Technical
Documentation of C-Silikone — Activator Universal Plus. Optosil,
Oxasil, Xantopren, Version 02

Medizinprodukte-Verordnung 2017/745 Anhang IX, Kapitel I,
Abschnitt 2 und 3 and Kapitel Il

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

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg / Germany

CE 0197

HZ 1198082-1
02

13.12.2023

1
i.V. e i el [ ¢ (| (i
Dr. Matthias Hartmann " v ﬁé@wv&“{‘\&\b&

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
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: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

KULZER

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

das Medizinprodukt / Oxasil

for the medical device

Versionsnummer Artikelliste / 03

Version number article list

Ersetzt Artikelliste vom / 05.02.2024

Replaces article list from

Diese Artikelliste ist gltig fur die 02

Konformitatserklarung Version / This article list is

valid for the declaration of conformity version

UDI-DI / Artikelnummer / Name /

UDI-DI Article number Name

+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL

[ m I
Hanau, V. A (@&L“%‘W
Dr. Matthias Hartmann

30.10.2025 Head of Global Quality, Regulatory & Scientific Services

Ort, Datum / Place, date

Dok.: 2057497

Kulzer GmbH

Name und Funktion / Name and function

Version: 01 Page 1 of 1

DE/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

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 Oxasil
HavnmeHoBaHue, TMN U mogen, napTMaeH Unm Cnucbk ¢ apTukynu, BuxkTe MNpunoxexueTo /
cepueH HoMep, EBEHTYasHO Npousxog 1 6poii List of Articles see Annex

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

Kon no EMDN / EMDN-Code ?50;&201

Kon no GMDN / GMDN code

Koa no UMDNS / UMDNS code 16-679

OcHoBHa UDI-DI naeHTtudvkauvs / Basic UDI-DI ++J0141209IMC0201pVL

oT knac / of class lla

cbrnacHo npaswuno / according to rule 5-1, 19-3 cbvrnacHo lNpunoxenwue VIII ot PernameHTta 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.

MpunoxeHn xapMoOHW3VpPaHK CTaHaapTh, HaumoHanHin  EN I1SO 4823 Dentistry — Elastomeric impression and bite

CTaHAapTV UnNu Apyrn HOPMaTUBHKN JOKYMEHTM / registration materials
Applied harmonised standards, national standards or ~ [pyru npunoxeHu ctaHaapTy, BXKTE TEXHUYecKaTa
other normative documents AokyMeHTaums Ha npoaykt C-Silikone — Activator Universal Plus,

Optosil, Oxasil, Xantopren Bepcus 02
Further Applied standards see Technical Documentation of C-
Silikone - Activator Universal Plus, Optosil, Oxasil, Xantopren,

Version 02
Mpouenypa 3a oLeHKa Ha CbOTBETCTBMETO CbimnacHo /  PernameHTa 3a MeguuuHckute usgenus 2017/745 MNpunoxeHue
Conformity assessment procedure acc. to IX, rnaBa |, pasgen 2 n 3 u rnasa lll
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter il
Hotudpmumpan opraH / Notified Body TOV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg / Fepmanus

CE 0197

PernctpaumnoHeH Homep / Registration number: HZ 1198082-1

Homep Ha Bepcus / Version number 02

3ameHs [eknapauus 3a cboTBeTCTBUE OT / 13.12.2023

Replaces Declaration of Conformity from / o

XaHay, OT MMeTOo Ha a-p Dr. Matthias Hartmann ' e &\(/R
Head of Global Quality, Regulatory & Scientific Services

30.10.2025 Kulzer GmbH

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

Tasu [eknapauus 3a CbOTBETCTBME € BanvaHa 3a 2 roavHu BbB Bpb3ka C NyGNnKyBaHUTE JOKYMEHTM 3a CbOTBETHAaTa naptuaa
npousBeneHn yctponcTea. / 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: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

MepguumHckoTo nspenue /
The medical device

Cnucobk c aptukynu / List of Articles
MpunoxeHue /| Annex: Oeknapauus 3a cboTBeTcTBUe /| Declaration of Conformity

Howmep Ha Bepcus / Version number

3ameHs MNpunoxeHneto ot/
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

Oxasil

03
05.02.2024

02

UDI-DI / UDI-DI Homep Ha aptukyn /| 1 e osane | Name
Article number
+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL
/ i

0 M@‘L‘&\u&

XaHay, OT umeTo Ha g-p Dr. Matthias Hartmann
30.10.2025 Head of Global Quality, Regulatory & Scientific Services

MsacTo, pata / Place, date

Hok. Ne:2057497

Bepcus:

Kulzer GmbH

Nme n gnwbxHoct / Name and function

01 Ctpanuua 1 ot 1 BG/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

KULZER

PROHLASENi O SHODE / DECLARATION OF CONFORMITY

Nazev a adresa spole¢nosti / Kulzer GmbH
Name and address of the company 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 prostredek / the medical device Oxasil
Nazev, typ nebo model, $arze nebo vyrobni &islo, Seznam polozek je uveden v pfiloze /
pFipadné zdroje a pocet kusu / Name, type or List of Articles see Annex

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

Kéd EMDN / EMDN-Code ?:;::01

Kéd GMDN / GMDN code

Kod UMDNS / UMDNS code 16-679

Zakladni UDI-DI / Basic UDI-DI ++J0141209IMC0201pVL

tfidy / of class lla

podle pravidla / according to rule 5-1, 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 EN ISO 4823 Dentistry — Elastomeric impression and bite

jiné normativni dokumenty / Applied harmonised registration materials
standards, national standards or other normative DalSi pouzité normy najdete v technické dokumentaci k
documents Vyrobku C-Silikone - Activator Universal Plus, Optosil, Oxasil,

Xantopren, verze 02 / Further Applied standards see Technical
Documentation of C-Silikone - Activator Universal Plus, Optosil,
Oxasil, Xantopren, Version 02

Procedura posouzeni shody podle / narizeni 2017/745 o zdravotnickych prostfedcich, pfiloha IX,
Conformity assessment procedure acc. to kapitola I, oddil 2 a 3 a kapitola llI
Medical Device Regulation 2017/745 Annex IX, Chapter |,
Section 2 and 3 and Chapter Il

Notifikovana osoba / Notified Body TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg / Némecko

CE 0197
Registracni Cislo / Registration number: HZ 1198082-1
Cislo verze / Version number 02
Nahrazuje Prohlaseni o shodé ze dne / 13.12.2023

Replaces Declaration of Conformity from

1
Hanau, V. ;. m I
Dr. Matthias Hartmann ol | (%“L‘Z%(\(/R

30.10.2025 Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Misto, datum / Place, date 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: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

Zdravotnicky prostfedek /
The medical device

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

Tento seznam zboZi plati pro

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

verzi

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

Oxasil

03
05.02.2024

02

Cislo zbozi / .
UDI-DI / UDI-DI Article number Nazev / Name
+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL
Hanau, i.V. Dr. Matthias Hartmann
30.10.2025 Head of Global Quality, Regulatory & Scientific Services

Misto, datum / Place, date

C. dokumentu:2057497

Kulzer GmbH

Jméno a funkce / Name and function

Verze: 01 Strana1z 1

CZ/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

KULZER

AHAQZIH YMMOP®QEHE /| DECLARATION OF CONFORMITY

Emrwvupia kar dielBuvon etaipeiag /
Name and address of the company

Kulzer GmbH
Leipziger Strafle 2, 63450 Hanau
lepuavia / Germany

SRN: DE-MF-000007705

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

TO 1aTPOTEXVOAOYIKO TTPOIOV / the medical device

Emwvuyia, TUtTOG A povTéAo, TTapTida | aplBudg
oeIpdg, mMoavég TTNYES Kal aplBuog eidwv / Name, type
or model, batch or serial number, possibly sources
and number of items

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

kAdong / of class

oUpwva Pe Tov Kavova / according to rule

Oxasil

KaraAoyog €1dwv Mapdptnua / List of Articles see Annex

Q010201

35866

16-679
++J0141209IMC0201pVL

lla

5-1, 19-3 oUpgwva pe 1o Mapdptnua VIl Tou Kavoviopou
2017/745 yia Ta 1aTpoTeXvoloyikd TTpoidvTa / according to Annex
VIl of Medical Device Regulation 2017/745

mwANpoi 0Agg TIg 1I0XUoUoEeG Siatdageig Tou Kavoviouou 2017/745 yia Ta 10TPOTEXVOAOYIKA TTpoidvTa. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

E@apuoloueva evapuoviguéva TpdTuTra, €0VIKA
TTPOTUTTA i} GAAG KOVOVIOTIKA €yypaga / Applied
harmonised standards, national standards or other
normative documents

Aladikacia agioAdynong cuppépewaong ocUPewva e /
Conformity assessment procedure acc. to

Koivotroinuévog opyaviopdg / Notified Body

Ap1Budg kataxwpnong / Registration number:
Ap1Budg ékdoong / Version number

AvTiKaBI0Td TN dAwon cuppdpewong améd /
Replaces Declaration of Conformity from

Hanau,
30.10.2025

Tét0G, nuepounvia / Place,
date

EN ISO 4823 Dentistry — Elastomeric impression and bite
registration materials

Mo TepaItépw epappolopeva TTPOTUTIA BA. TNV TEXVIKN
Tekunpiwaon Tou Mpoidvrog C-Silikone - Activator Universal Plus,
Optosil, Oxasil, Xantopren, ékdoon 02 / Further Applied standards
see Technical Documentation of C-Silikone - Activator Universal
Plus, Optosil, Oxasil, Xantopren, Version 02

Kavovioudg 2017/745 yia 1a 1aTpOTEXVOAOYIKA TTPOIOVTA,
Mapdptnua IX, KepdAaio |, TuRua 2 kai 3, kai KepdaAaio Il
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter Il

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

CE 0197

HZ 1198082-1
02
13.12.2023

A I A~
i.V. Dr. Matthias Hartmann ~'"° o \

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Ovoparetrwvupo Kai TiThog / Name and function

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

respective batch of produced devices.

Ap. eyypdoeou:2048697

‘Ekdoon: 05

Yehida 1 amd 1 GR/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

KardaAoyog €1dwyv / List of Articles
Mapdptnua / Annex: AlAwon cupudépewong / Declaration of Conformity

To 1aTpoTEXVOAOYIKO TTPOIOV / Oxasil
The medical device
Ap1Buo6g ékdoong / Version number 03
AvTikaBioTa TO MNapdptnua até / 05.02.2024
Replaces Annex from
AuTdG 0 KaTdAoyog TTPOIGVTWY IoXUEI yIa TNV 02
ékdoon dnAwang oupuodpewong / This article
list is valid for the declaration of conformity
version
Ap10dg gidoug / .

UDI-DI / UDI-DI Article number Ovopa / Name
+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL

- e [ d

N m@*@&&u&
Hanau, i.V. Dr. Matthias Hartmann
30.10.2025 Head of Global Quality, Regulatory & Scientific Services

Totog, nuepopnvia / Place, date

Ap. eyypdoeou:2057497

Kulzer GmbH
Ovopatetwvupo kai TiThog / Name and function

‘Exdoon: 01 2eAida 1 ammo 1 GR/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

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 odgovornosc¢u da / We declare under our sole responsibility that

medicinski proizvod / the medical device Oxasil

Naziv, tip ili model, broj serije, po mogucnosti izvorii Popis artikala, pogledajte Dodatak / List of Articles see Annex
broj stavki / Name, type or model, batch or serial
number, possibly sources and number of items

Sifra EMDN / EMDN-Code 2;;;:01

Sifra GMDN / GMDN code

gifra UMDNS / UMDNS code 16-679

osnovni UDI-DI / Basic UDI-DI ++J0141209IMC0201pVL

klase / of class lla

u skladu s pravilom / according to rule 5-1, 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 EN ISO 4823 Dentistry — Elastomeric impression and bite

drugi normativni dokumenti / Applied harmonised registration materials

standards, national standards or other normative Druge primijenjene norme, pogledajte Tehni¢ku dokumentaciju za
documents proizvod C-Silikone - Activator Universal Plus, Optosil, Oxasil,

Xantopren, verzija 02 / Further Applied standards see Technical
Documentation of C-Silikone - Activator Universal Plus, Optosil,
Oxasil, Xantopren, Version 02

Postupak procjene uskladenosti prema / Prilog IX Uredbi 2017/745 o medicinskim proizvodima, Poglavlje |,
Conformity assessment procedure acc. to Odjeljak 2 i 3 te Poglavlje llI

Medical Device Regulation 2017/745 Annex IX, Chapter |,

Section 2 and 3 and Chapter il

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 / 13.12.2023
Replaces Declaration of Conformity from m ey
- 1 il =
Hanau, i.V. Dr. Matthias Hartmann ”\/ %&L‘&(\(’R
30.10.2025 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: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

Medicinski proizvod /
The medical device

Broj verzije / Version number

Zamijenjuje Dodatak od /
Replaces Annex from

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

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

Oxasil

03
05.02.2024

02

Broj artikla / .

UDI-DI / UDI-DI Article number Naziv / Name
+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL

- N/ [ J

N m@*@&&u&
Hanau, i.V. Dr. Matthias Hartmann
30.10.2025 Head of Global Quality, Regulatory & Scientific Services

Mjesto, datum / Place, date

Dok. br.:2057497

Kulzer GmbH
Ime i funkcija / Name and function

Verzija: 01 Stranica 1 od 1 HR/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

MEGFELELOSEGI NYILATKOZAT /| DECLARATION OF CONFORMITY

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

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Németorszag / Germany

SRN: DE-MF-000007705

Kizarolagos feleldsségiinkre 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 koéd / EMDN-Code
GMDN kéd / GMDN code
UMDNS kod / UMDNS code
Alapvet6é UDI-DI / Basic UDI-DI

osztalya / of class

a kovetkez6 szabaly szerint / according to rule

Oxasil

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

Q010201

35866

16-679
++J0141209IMC0201pVL

lla

5-1, 19-3 az orvostechnikai eszk6zokrél szol6 2017/745 rendelet VIII.
melléklete szerint / according to Annex VIl of Medical Device
Regulation 2017/745

megfelel az orvostechnikai eszk6z6krdl sz616, 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 megfelel6ségi nyilatkozatot ettdl /
Replaces Declaration of Conformity from

Hanau,
30.10.2025

Hely, datum / Place, date

Ez a megfeleléségi 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 4823 Dentistry — Elastomeric impression and bite registration
materials

Tovabbi alkalmazott szabvanyokat lasd a mlszaki dokumentaciéban,
termék: C-Silikone - Activator Universal Plus, Optosil, Oxasil,
Xantopren, 02. verzio6 / Further Applied standards see Technical
Documentation of C-Silikone - Activator Universal Plus, Optosil, Oxasil,
Xantopren, Version 02

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

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

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg / Németorszag

CE 0197

HZ 1198082-1
02

13.12.2023

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: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

Az orvostechnikai eszk6z /
The medical device

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

Verzidészam / Version number

Felvaltja a mellékletet ettdl /
Replaces Annex from

Ez a tétellista a megfelel6ségi nyilatkozat

kdvetkezd verzidjahoz érvényes / This article
list is valid for the declaration of conformity

Oxasil

03
05.02.2024

02

version
Cikkszam / ,

UDI-DI / UDI-DI Article number Név / Name
+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL

. / | 7

N M@‘Q%\u&
Hanau, i.V. Dr. Matthias Hartmann
30.10.2025 Head of Global Quality, Regulatory & Scientific Services

Hely, datum / Place, date

Dok.sz.:2057497

Kulzer GmbH
Név és funkcié / Name and function

Verzié: 01 Oldalszam: 1 /1 HU/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

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 Oxasil

Nazwa, typ lub model, numer partii lub serii, ewentualnie Wykaz wyrobéw znajduje sie w zatgczniku / List of Articles see
zrodia i liczba elementéw / Name, type or model, batch  Annex

or serial number, possibly sources and number of items

Kod wyrobu wg EMDN / EMDN-Code ?5081606201

Kod wyrobu wg GMDN / GMDN code

Kod wyrobu wg UMDNS / UMDNS code 16-679

Kod Basic UDI-DI / Basic UDI-DI ++J0141209IMC0201pVL

klasy / of class lla

zgodnie z regutg / according to rule 5-1, 19-3 zgodnie z zatgcznikiem VIII do Rozporzadzenia

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 EN ISO 4823 Dentistry — Elastomeric impression and bite

lub inne dokumenty normatywne / Applied harmonised  registration materials

standards, national standards or other normative Pozostate stosowane normy znajdujg sie w dokumentaciji

documents technicznej produktu C-Silikone - Activator Universal Plus, Optosil,
Oxasil, Xantopren, wersja 02 / Further Applied standards see
Technical Documentation of C-Silikone - Activator Universal Plus,
Optosil, Oxasil, Xantopren, 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 llI
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter lll
Jednostka notyfikowana / Notified Body TOV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nurnberg/Niemcy

CE 0197

Numer rejestracyjny / Registration number: HZ 1198082-1

Numer wers;ji / Version number 02

Zastepuje Deklaracje zgodnosci z / 13.12.2023

Replaces Declaration of Conformity from ¢

e, gl
Hanau, i.V. Dr. Matthias Hartmann ' s
30.10.2025 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 pofgczeniu 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: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

Wykaz wyrobow / List of Articles

Zatacznik /| Annex: Deklaracja zgodnosci / Declaration of Conformity

Wyréb medyczny / Oxasil

The medical device

Numer wersji / Version number 03
Zastepuje zatgcznik z dnia / 05.02.2024

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 / Nazwa | Name
Article number

+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL

: A/ ol

o %2&64%@44&&(,&
Hanau, i.V. Dr. Matthias Hartmann
30.10.2025 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: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

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

n conformitate cu regula / according to rule

Oxasil

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

Q010201

35866

16-679
++J0141209IMC0201pVL

lla

5-1, 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 conformitétii 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,

30.10.2025

Loc, data / Place, date

EN ISO 4823 Dentistry — Elastomeric impression and bite
registration materials

Alte standarde aplicate, vezi documentatia tehnica a Produsului C-
Silikone - Activator Universal Plus, Optosil, Oxasil, Xantopren,
Versiunea 02 / Further Applied standards see Technical
Documentation of C-Silikone - Activator Universal Plus, Optosil,
Oxasil, Xantopren, 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

13.12.2023

iV : m 1o
Dr. Matthias Hartmann v\/ ‘ y (&s‘{“z%(\(/k

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: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

Dispozitivul medical /
The medical device

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

Numar versiune / Version number

Inlocuieste Anexa de la /
Replaces Annex from

Aceasta lista de articole este valabila pentru
declaratia de conformitate versiunea / This
article list is valid for the declaration of

conformity version

Oxasil

03
05.02.2024

02

UDI-DI / UDI-DI Numar articol / Nume / Name
Article number

+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL

; [ i

N M@‘L‘%‘\u&
Hanau, i.V. Dr. Matthias Hartmann
30.10.2025 Head of Global Quality, Regulatory & Scientific Services

Loc, data / Place, date

Doc.-Nr.:2057497

Kulzer GmbH
Nume si functie / Name and function

Versiune: 01 Pagina 1 din 1 RO/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

IZJAVA O SKLADNOSTI / DECLARATION OF CONFORMITY

Ime in naslov podjetja /
Name and address of the company

Kulzer GmbH
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

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

Koda EMDN / EMDN-Code
Koda GMDN / GMDN code
Koda UMDNS / UMDNS code
Osnovni UDI-DI / Basic UDI-DI

razreda / of class

v skladu s ¢lenom / according to rule

Oxasil

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

Q010201

35866

16-679
++J0141209IMC0201pVL

lla

5-1, 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 doloébe Uredbe o medicinskih pripomoc¢kih 2017/745, ki veljajo zanj. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Uveljavljeni usklajeni standardi, nacionalni standardi

EN ISO 4823 Dentistry — Elastomeric impression and bite

ali drugi normativni dokumenti / Applied harmonised registration materials

standards, national standards or other normative

documents

Postopek ugotavljanja skladnosti v skladu z /
Conformity assessment procedure acc. to

Prigladeni organ / Notified Body

Registrska Stevilka / Registration number:
Stevilka razligice / Version number

Nadomes$¢a Izjavo o skladnosti z dne /
Replaces Declaration of Conformity from

Hanau,
30.10.2025

Kraj, datum / Place, date

Drugi uveljavljeni standardi so na voljo v Tehni¢ni dokumentaciji
izdelka C-Silikone - Activator Universal Plus, Optosil, Oxasil,
Xantopren, razli€ica 02 / Further Applied standards see Technical
Documentation of C-Silikone - Activator Universal Plus, Optosil,
Oxasil, Xantopren, Version 02

Uredbo o medicinskih pripomockih 2017/745, Priloga IX, poglavije I,
oddelka 2 in 3, poglavje Il

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

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg/Nemcija

CE 0197

HZ 1198082-1
02

13.12.2023

o
zastopnica Dr. Matthias Hartmann “\/ %&L‘&(\(’R

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

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: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

Medicinski pripomocek /
The medical device

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

Stevilka razligice / Version number

Nadomesca Prilogo z dne /
Replaces Annex from

Ta seznam izdelkov velja za naslednjo
razli€ico izjave o skladnosti / This article list is
valid for the declaration of conformity version

Oxasil

03
05.02.2024

02

UDI-DI / UDI-DI Stevilka artikla Ime / Name
rticle number

+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL

/ il 7

I M@‘Q&‘\u\

Hanau, zastopnica Dr. Matthias Hartmann
30.10.2025 Head of Global Quality, Regulatory & Scientific Services

Kraj, datum / Place, date

St. dok.:2057497

Kulzer GmbH

Ime in poloZaj / Name and function

Razli¢ica: 01 Stran 1 od 1 SI/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

VYHLASENIE O ZHODE /| DECLARATION OF CONFORMITY

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

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

zdravotnicka pomdcka / the medical device Oxasil

Nazov, typ alebo model, &islo Sarze alebo sériové Zoznam poloZiek je uvedeny v prilohe / List of Articles see Annex
Cislo, pripadne zdroje a pocet kusov / Name, type or

model, batch or serial number, possibly sources and

number of items

Kod EMDN / EMDN-Code Q010201

Kod GMDN / GMDN code 35866

Kod UMDNS / UMDNS code 16-679

Zakladné identifika¢né &islo UDI-DI / Basic UDI-DI ++J0141209IMC0201pVL

triedy / of class lla

podla pravidla / according to rule 5-1, 19-3 podra prilohy VIII k nariadeniu
2017/745 o zdravotnickych poméckach / according to Annex VIl
of Medical Device Regulation 2017/745

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

Pouzité harmonizované normy, narodné normy EN ISO 4823 Dentistry — Elastomeric impression and bite
alebo iné normativne dokumenty / Applied registration materials

harmonised standards, national standards or other  Dalie pouZité normy najdete v technickej dokumentécii verzie
normative documents 02 k produktu C-Silikone - Activator Universal Plus, Optosil,

Oxasil, Xantopren / Further Applied standards see Technical
Documentation of C-Silikone - Activator Universal Plus, Optosil,
Oxasil, Xantopren, Version 02

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

Tillystrasse 2
90431 Nurnberg / Nemecko

CE 0197
Registracné C&islo / Registration number: HZ 1198082-1
Cislo verzie / Version number 02
Nahradza vyhlasenie o zhode z / 13.12.2023
Replaces Declaration of Conformity from
=1
Hanau, V. - &4@;
Dr. Matthias Hartmann A A\Q&\w
30.10.2025 Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Miesto, datum / Place, date Meno a funkcia / Name and function

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

Cislo dokumentu:2048697 Verzia: 05 Strana1z1 SK/GB



Docusign Envelope ID: 4F2E4718-86B1-4F4D-BCC1-30DACBAB8D86

IKULZER

Zdravotnicka pomdcka /
The medical device

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

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

Oxasil

03
05.02.2024

02

UDI-DI / UDI-DI Gislo polozky | Meno / Name
icle number
+J014660773930 66077393 Oxasil Very Light Flow 1x140 mL
+J014660773900 66077390 Oxasil Soft Putty 1x900 mL
+J014660773910 66077391 Oxasil Putty 1x900 mL
+J014660773940 66077394 Oxasil Mucosa 1x140mL
+J014660773920 66077392 Oxasil Light Flow 1x140 mL
+J014660773960 66077396 Oxasil Activator Paste 60 mL
/ i

0 M@‘Q&‘\u\
Hanau, i.V. Dr. Matthias Hartmann
30.10.2025 Head of Global Quality, Regulatory & Scientific Services

Miesto, datum / Place, date

Cislo dokumentu:2057497

Kulzer GmbH

Meno a funkcia / Name and function

Verzia: 01 Strana1z1 SK/GB
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