Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

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 Retraxil

Bezeichnung, Typ oder Modell, Chargen- oder

Seriennummer, ev. Herkunft und Stlickzahl / 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 Q010204
GMDN-Nummer / GMDN code 46423

UMDNS-Nummer / UMDNS code -

Basis-UDI-DI / Basic UDI-DI ++J0141209REP0204a3E

der Klasse / of class |

nach Regel / according to rule 5 nach Anhang VIII der Medizinprodukte-Verordnung, 2017/745 /
according to Annex VIl 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 / Weitere angewandte Normen siehe Version 01 der Technischen
Applied harmonised standards, national standards  Dokumentation von Product Retraxil/ Further Applied standards
or other normative documents see Technical Documentation of Product Retraxil, Version 01
Konformitatsbewertungsverfahren nach / Medizinprodukte-Verordnung 2017/745 Art 52 (7)

Conformity assessment procedure acc. to Medical Device Regulation 2017/745 Art 52 (7)

Benannte Stelle / Notified Body -

Registrierungsnr. / Registration No.: -

Versionsnummer / Version number 01

Ersetzt Konformitatserklarung vom / -
Replaces Declaration of Conformity from

ooy
Hanau, 07.08.2024 V. Dl Al

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 gultig fir 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.:2062428 Version: 01 Page 1 of 1 DE/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

KULZER

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

das Medizinprodukt / Retraxil
for the medical device

Versionsnummer Artikelliste / 01
Version number article list

Ersetzt Artikelliste vom / -
Replaces article list from

Diese Artikelliste ist gltig fir die Konformitatserklarung Version / 01
This article list is valid for the declaration of conformity version

UDI-DI / Artikelnummer / Name /

UDI-DI Article number Name

+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G

+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G

+J014660987210 66098721 RETAXIL SAMPLE 1X1G

Hanau, 07.08.2024 iV e o Sh it (| !
Dr. Matthias Hartmann A m%@&&w
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

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

Dok.: 2057497 Version: 01 Page 1 of 1 DE/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

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

MeauumHckoTo nsnenuve / the medical device Retraxil

HanmeHoBaHwue, TMn unu mogen, napTuaeH nnu

CepueH HOMep, eBEHTYarHO Npou3xoA v Gpoi Cnuncbk ¢ apTukynu, smxre lNMpunoxeHneto /

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

number, possibly sources and number of items

Kon no EMDN / EMDN-Code Q010204

Kon no GMDN / GMDN code 46423

Koa no UMDNS / UMDNS code -

OcHosHa UDI-DI ngentudgpukauus / Basic UDI-DI ++J0141209REP0204a3E

ot knac / of class |

cbrnacHo npaswuno / according to rule 5 cbrnacHo lMpunoxenue VIIlI ot PernameHTta 3a MeanUmMHCKUTE
nagenua 2017/745 | according to Annex VIII of Medical Device
Regulation 2017/745

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

MprnoxeHn XapMOHN3NPaHN CTaHAAPTW, HALMOHAMNHM
cTaHdapTV Unu Apyrm HOPMaTUBHU JOKYMEHTU / -
Applied harmonised standards, national standards or

other normative documents D,pyrm NpunoXeHn CTaHOapTU, BUXTE TEXHUYECKaTa

OokymeHTauusa Ha npoaykT Retraxil Bepcus 01

Further Applied standards see Technical Documentation of
Product Retraxil, Version 01

Mpouenypa 3a oLeHKa Ha CbOTBETCTBUETO CbiMacHo /  PernameHTa 3a meguumnHcknte usgenust 2017/745, Art 52 (7)

Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

HoTtudwuumpaH opraH / Notified Body -

PeructpauunoreH Homep / Registration number. -

Homep Ha Bepcusi / Version number 01

3ameHs [leknapauus 3a cboTBeTCTBUE OT / - 1 e

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

XaHay, 28.01.2025 OT UMeTo Ha a-p Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

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

Tasun [leknapaumsi 3a CbOTBETCTBME € BanuaHa 3a 2 roAvHN BbB Bpb3ka C NybnunkyBaHWTe JOKYMEHTU 3a CbOTBETHATa napTvuaa nNpousBeaeHn
yctpovictBa / This statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced
devices.

[ok. Ne:2062428 Bepcusa: 01 Ctpanuua 1 ot 1 BG/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

Cnucbk ¢ aptukynu / List of Articles
MpunoxeHue /| Annex: fleknapauusa 3a cbotBetcTBUe / Declaration of Conformity

MeguumHckoTo nsgenve / Retraxil
The medical device

Homep Ha Bepcus / Version number 01

3ameHs NpunoxeHuneto 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

UDI-DI / UDI-DI Homep Haaptukyn /| 1 e osanme | Name
Article number
+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 66098721 RETRAXIL SAMPLE 1X1G
- N/ ( J
o m@*@&&u&
Xanay, 28.01.2025 oT umeTo Ha a-p Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
MsacTo, pata / Place, date Nme n gnwxHoct / Name and function

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



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

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

Retraxil

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

Q010204
46423

++J0141209REP0204a3E
|

5 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

Registraéni Cislo / Registration number:

Cislo verze / Version number

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

Hanau, 28:01.2025

Misto, datum / Place, date

Dalsi pouzité normy najdete v technické dokumentaci k

vyrobku Retraxil, verze 01
Further Applied standards see Technical Documentation of

Product Retraxil, Version 01
nafizeni 2017/745 o zdravotnickych prostfedcich, Art 52 (7)
Medical Device Regulation 2017/745, Art 52 (7)

01

i ’// l"/ ar’f

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 prostfedk(. / This statement of conformity is valid for 2 years in connection with the release documents for the

respective batch of produced devices.

C. dokumentu:2062428

Verze: 01

Strana1z1 CzZ/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

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

Zdravotnicky prostfedek / Retraxil
The medical device

Cislo verze / Version number 01

Nahrazuje pfilohu ze dne / -
Replaces Annex from

Tento seznam zbozZi plati pro verzi 01
prohlaseni o shodé / This article list is valid
for the declaration of conformity version:

Cislo zbozi / .
UDI-DI / UDI-DI Article number Nazev /| Name

+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 66098721 RETRAXIL SAMPLE 1X1G

0 m@ﬁ&{u&

Hanau,28.01.2025 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: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

OVERENSSTEMMELSESERKL/RING / DECLARATION OF CONFORMITY

Virksomhedens navn og adresse / Kulzer GmbH
Name and address of the company 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 Retraxil

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

Produktlisten kan ses i bilaget / List of Articles see Annex

EMDN-kode / EMDN-Code Q010204

GMDN-kode / GMDN code 46423

UMDNS-kode / UMDNS code -

Grundleeggende UDI-DI / Basic UDI-DI ++J0141209REP0204a3E

i klasse / of class |

i henhold til artikel / according to rule 5 i bilag VIII i Europa-Parlamentets og Radets forordning (EU)
2017/745 om medicinsk udstyr / according to Annex VIII 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 Andre anvendte standarder kan ses i det tekniske

dokumentationsmateriale til produktet , Retraxil version [01

Further Applied standards see Technical Documentation of
Product Retraxil, Version 01

Overensstemmelsesvurderingsprocedure iht. / Forordning (EU) 2017/745 om medicinsk udstyr, Art 52 (7)
Conformity assessment procedure acc. to Medical Device Regulation 2017/745 Art 52 (7)

Underrettet organ / Notified Body -

Registreringsnummer / Registration number: -

Versionsnummer / Version number 01

Erstatter overensstemmelseserkleering fra / -
Replaces Declaration of Conformity from

e v Sh i [
07.08.2024 oV “&64%;«;*@\&\&&

Hanau, 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

Denne konformitetserkaering geelder 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.:2062428 Version: 01 Side 1 af 1 DK/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

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

Det medicinske udstyr / Retraxil
The medical device

Versionsnummer / Version numbe r 01

Erstatter bilag fra / -
Replaces Annex from

Denne artikelliste er gyldig i forbindelse med 01
overensstemmelseserklaeringen version /

This article list is valid for the declaration of
conformity version

Varenummer /
UDI-DI / UDI-DI Article number Betegnelse / Name
+J014660981800 66098180 RETRAXIL STARTER
PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK
20X1G
+J014660987210 66098721 RETAXIL SAMPLE 1X1G
- v Gy i
Hanau, 07.08.2024 pa vegne af Dr. Matthias Hartmann A m%&h&&k
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: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

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
Cédigo UMDNS / UMDNS code
UDI-DI basico / Basic UDI-DI

de la clase / of class

de acuerdo con la norma / according to rule

Retraxil

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

Q010204
46423

++ J0141209REP0204a3E

5 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, 07.08.2024

Lugar, fecha / Place, date

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.:2062428

Para otras normas aplicadas consulte la documentacion técnica del
producto Retraxil, version 01
Further Applied standards see Technical Documentation of

Product Retraxil Version [01

Reglamento sobre productos sanitarios 2017/745, Art 52 (7)

Medical Device Regulation 2017/745, Art 52 (7)

01

- I/ 1
| | @4{/‘\(‘/ : \
i.V. Dr. Matthias Hartmann ‘“'\/ %\Q&\b&
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: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

Anexo / Annex: Declaracién de conformidad / Declaration of Conformity

El producto sanitario /
The medical device

Lista de articulos / List of Articles

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

Retraxil

01

01

UDI-DI/ UDi-DI | humero de articulo] Nombre / Name

+J014660981800 66098180 RETRAXIL STARTER PACK
+J014660981790 66098179 4R)|(51|'|(?;AX|L VALUE PACK
+J014660987210 66098721 ZRclJE)Srkci(lL SAMPLE 1X1G

Hanau, 07.08-2024 i.V. Dr. Matthias Hartmann v M%&Q&({W

Lugar, fecha / Place, date

Dok.: 2057497

Ve

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nombre y cargo / Name and function

rsion: 01 Pagina 1 de 1

ES/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

VAATIMUSTENMUKAISUUSVAKUUTUS /| DECLARATION OF CONFORMITY

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

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

laakinnallinen laite / the medical device Retraxil

Laitteen nimi, tyyppi tai malli, era- tai sarjanumero,
mahdolliset lahteet 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 Q010204

GMDN-koodi / GMDN code 46423

UMDNS-koodi / UMDNS code -

Perus-UDI-DI / Basic UDI-DI ++J0141209REP0204a3E

luokka / of class |

s&ados / according to rule 5 l&&kinnallisista laitteista annetun asetuksen 2017/745 liitteen VIII
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 saadokset / Applied harmonised -
standards, national standards or other normative Muut sovellettavat standardit, ks. tekniset tiedot tuotteesta Retraxil
documents , versio [01
Further Applied standards see Technical Documentation of
Product Retraxil , Version 01

Vaatimustenmukaisuuden arviointimenettelyn Asetus ladkinnallisista laitteista 2017/745, Art 52 (7)
perusta /
Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

limoitettu laitos / Notified Body -

Rekisterdintinumero / Registration number: -

Versionumero / Version number 01

Korvaa vaatimustenmukaisuusvakuutuksen / -
Replaces Declaration of Conformity from

e ’// l"/ J
07.08.2024 o &64%%*@\&\&&

Hanau, 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:2062428 Versio: 01 Sivu 1/1 FI/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

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

Laakinnallinen laite / Retraxil
The medical device

Versionumero / Version number 01

Korvaa liitteen / -
Replaces Annex from

Tama artikkeliluettelo patee 01
vaatimustenmukaisuusvakuutuksen versioon /

This article list is valid for the declaration of
conformity version

UDI-DI / UDI-DI Artikkelinumero / Nimi / Name
Article number

+J014660981800 66098180 RETRAXIL STARTER PACK
4X1G
+J014660981790 66098179 RETRAXIL VALUE PACK
20X1G
+J014660987210 66098721 RETAXIL SAMPLE 1X1G
.o N / ( i;/ .
Hanau, 07.08.2024 i.V. Dr. Matthias Hartmann N %@4%@44&&@&
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: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

DECLARATION DE CONFORMITE /| DECLARATION OF CONFORMITY

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

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

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

Code EMDN / EMDN-Code Q010204

Code GMDN / GMDN code 46423

code UMDNS / UMDNS code -

UDI-DI de base / Basic UDI-DI ++ J0141209REP0204a3E

de classe / of class |

selon la régle / according to rule 5 conformément a I'Annexe VIl du Réglement des Dispositifs
Médicaux 2017/745 / according to Annex VIl 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  Autres normes appliquées voir Documentation technique du
or other normative documents

produit Retraxil, version [01
Further Applied standards see Technical Documentation of
Product Retraxil, Version [01

Procédure d'évaluation de la conformité selon / Reglement relatif aux dispositifs médicaux 2017/745, Art 52 (7)

Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Organisme notifié / Notified Body -

Numéro d'enregistrement / Registration number. -

Numeéro de version / Version number 01

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

O (i ¢ =
Hanau,07-08-2024 i.V. Dr. Matthias Hartmann ‘“'\/ &64%@5\(—\&\(/&
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Lieu, date / Place, date 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. :2062428 Version : 01 Page 1 sur 1 FR/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

KULZER
Déclaration de conformité / Declaration of Conformity
Annexe / Annex : Liste des articles / List of Articles
Le dispositif médical / Retraxil
The medical device
Numéro de version / Version number 01
Remplace I'annexe de / -
Replaces Annex from
Cette liste d’articles est valable pour la 01
déclaration de conformité, version / This
article list is valid for the declaration of
conformity version
Numeéro de
UDI-DI / UDI-DI référence / Nom / Name
Article number

+J014660981800 66098180 RETRAXIL

STARTER PACK

4X1 G
+J014660981790 66098179 RETRAXIL

VALUE PACK

20X1G
+J014660987210 66098721 RETAXIL

SAMPLE 1X1G

- e i

A [ PR
Hanau, 07.08.2024 i.V. Dr. Matthias Hartmann Oﬂﬂ(zt/g@ Z%\(/R

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: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

KULZER

AHAQZH :YMMOP®Q:H: /| DECLARATION OF CONFORMITY

Emwvuyia kai digtBuvon etaipeiag / Kulzer GmbH
Name and address of the company Leipziger Strale 2, 63450 Hanau
lepuavia / Germany

SRN: DE-MF-000007705
AnAwvoupe pe dikA pag euBuvn 611 / We declare under our sole responsibility that

TO 1ATPOTEXVOAOYIKO TTPOIOV / the medical device Retraxil

Emwvupia, T0TTOG A HovTéAO, TTapTida A aplBudg
oeIpdg, mMOavég TTNYES Kal aplBuog e1idwy / Name,
type or model, batch or serial number, possibly
sources and number of items

KaraAoyog €1dwv Mapdptnua / List of Articles see Annex

Kwdikég EMDN / EMDN-Code Q010204

Kwdikég GMDN / GMDN code 46423

Kwdikég UMDNS / UMDNS code -

Baoiké UDI-DI / Basic UDI-DI ++J0141209REP0204a3E

KA&ong / of class |

oUppwva Pe Tov Kavova / according to rule 5 oUpgwva pe 1o Mapdaptnua VIII Tou Kavoviopou 2017/745 yia 1a
1aTPOTEXVOAOYIKG TTpOoidvTa / according to Annex VIII of Medical
Device Regulation 2017/745

mwAnpoi 6Agg TiIg 1I0XUoUoeG Siatdgelig 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 -
mPoTUTTA | GAAC KavoVvIoTIKG éyypaga / Applied MNa mepaitépw e@apuolopeva TPOTUTTA BA. TNV TEXVIK
harmonised standards, national standards or other ~ Tekunpiwon Tou
normative documents S
TpoiévTog Retraxil, ékdoon 01
Further Applied standards see Technical Documentation of
Product Retraxil, Version 01

Aladikagia agioAdynong cuppépewaong Kavoviouog 2017/745 yia Ta 1atpoTtexvoAoyikd TrpoidvTa, Art 52 (7)
olpwva ye /

Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Koivotroinuévog opyaviopog / Notified Body -
Ap1Budg kataxwpnong / Registration number. -

Ap1Bu6s ékdoaong / Version number 01

AvTikaBioTd Tn dRAWGCN CUPPGPPWONG aTrod / - n T

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

Hanau, 28.01.2025 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Té10G, nuepounvia / Place, Ovoparemwvupo Kai TiThog / Name and function

date

AuTfl n ONAwaCN CcuPPopPPWONG IoXUEl yia 2 Xpovia Ot OXEon HE Ta £yypaga KUKAOQOPIAg yia TNV avTigToixn 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. eyypdopou:2062428 ‘Exdoon: 01 2ehida 1 ammo 1 GR/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

Mapdaptnua / Annex: ARAwon cuppoépewong / Declaration of Conformity

KatdAoyog €1dwv / List of Articles

To 1atpoTeXVOAOYIKS TTPOIbV / Retraxil
The medical device
Ap1Bu6s ékdoong / Version number 01

AvTtikaBioTd 1o Mapdptnua até / -

Replaces Annex from

AUTOG 0 KaTAAOYOG TTPOIOVTWY I0XUEI VIO TV 01
¢kdoon dnAwang oupuodpewong / This article
list is valid for the declaration of conformity

version
i : Ap1Bu6g gidoug / .

UDI-DI / UDI-DI Article number Ovopua / Name
+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 66098721 RETRAXIL SAMPLE 1X1G

- N/ ( A

o m@*@&&u&
Hanau,28'01'2025 i.V. Dr. Matthias Hartmann

ToTtog, nuepopnvia / Place, date

Ap. eyypdoeou:2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

‘Exdoon: 01

Ovopartetwvupo kail TiThog / Name and function

elida 1 amd 1

GR/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

IZJAVA O USKLADENOSTI / DECLARATION OF CONFORMITY

Naziv i adresa tvrtke /
Name and address of the company

Kulzer GmbH
Leipziger Strale 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

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 items

Sifra EMDN / EMDN-Code
Sifra GMDN / GMDN code
Sifra UMDNS / UMDNS code
osnovni UDI-DI / Basic UDI-DI

klase / of class

u skladu s pravilom / according to rule

Retraxil

Popis artikala, pogledajte Dodatak / List of Articles see Annex

Q010204
46423

++J0141209REP0204a3E
|

5 u skladu s Dodatkom VIII Uredbe 2017/745 o medicinskim
proizvodima / according to Annex VIII 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
documents

Postupak procjene uskladenosti prema /

Conformity assessment procedure acc. to

Obavijesteno tijelo / Notified Body

Registracijski broj / Registration number:

Broj verzije / Version number

Zamijenjuje Izjavu o uskladenosti od /
Replaces Declaration of Conformity from

HanaU,28.01 .2025

Mijesto, datum / Place, date

Druge primijenjene norme, pogledajte Tehni¢ku dokumentaciju za
proizvod Retraxil, verzija 01
Further Applied standards see Technical Documentation of

Product Retraxil, Version 01
Uredbi 2017/745 o medicinskim proizvodima, Art 52 (7)
Medical Device Regulation 2017/745, Art 52 (7)

01

- 0 m@ﬁ&{u&

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

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.:2062428

Verzija: 01

Stranica 1 od 1 HR/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

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

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

Retraxil

01

01

UDI-DI / UDI-DI

Broj artikla /

Article number

Naziv / Name

+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 66098721 RETRAXIL SAMPLE 1X1G

Hanay, 28.01.2025

Mijesto, datum / Place, date

Dok. br.:2057497

0 M@‘u&k\

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

Ime i funkcija / Name and function

Verzija: 01

Stranica 1 od 1

HR/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

KULZER

MEGFELELOSEGI NYILATKOZAT / DECLARATION OF CONFORMITY

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

Név, tipus vagy modell, tétel vagy sorozatszam,

esetleg forrasok és tételek szama / Name, type or A cikkek listajat lasd a mellékletben / List of Articles see Annex
model, batch or serial number, possibly sources and

number of items

EMDN kod / EMDN-Code Q010204

GMDN kéd / GMDN code 46423

UMDNS kéd / UMDNS code -

Alapveté UDI-DI / Basic UDI-DI ++J0141209REP0204a3E

osztalya / of class |

a kdvetkezd szabaly szerint / according to rule 5 az orvostechnikai eszkdzokrél szold 2017/745 rendelet VII.
melléklete szerint / according to Annex VIII 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 Tovabbi alkalmazott szabvanyokat lasd a mliszaki dokumentacioban,

termék: Retraxil 01 verzid
Further Applied standards see Technical Documentation of

Product Retraxil, Version 01

Megfeleléségértékelési eljaras a kdvetkezd Az orvostechnikai eszk6zokrél sz616, 2017/745, Art 52 (7)
szerint /
Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Bejelentett szervezet / Notified Body -

Regisztraciés szam / Registration number: -

Verziészam / Version number 01

Felvaltja a megfelel6ségi nyilatkozatot ettdl / - : . 1

Replaces Declaration of Conformity from 0 \/ 1 GRC (@*{—b%‘\(/k

Hanau,28'01 2025 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Hely, datum / Place, date Név és funkcioé / Name and function

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.:2062428 Verzio: 01 Oldalszam: 1/1 HU/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

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

Az orvostechnikai eszk6z / Retraxil
The medical device
Verziészam / Version number 01
Felvaltja a mellékletet ettdl / -
Replaces Annex from
Ez a tétellista a megfelel6ségi nyilatkozat 01
kovetkezd verzidjahoz érvényes / This article
list is valid for the declaration of conformity
version
Cikkszam / .
UDI-DI / UDI-DI Article number Név /| Name
+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 66098721 RETRAXIL SAMPLE 1X1G
” N/ [ J
o %2&64%@44&&(,&
Hanau,28'01'2025 i.V. Dr. Matthias Hartmann

Hely, datum / Place, date

Dok.sz.:2057497

Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH

Verzio: 01

Név és funkcié / Name and function

Oldalszam: 1 /1

HU/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

DEARBHU COMHREIREACHTA /| DECLARATION OF CONFORMITY

Ainm agus seoladh na cuideachta / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
An Ghearmain / Germany

SRN: DE-MF-000007705
Dearbhaionn muid faoinar gcuram aonair go bhfuil / We declare under our sole responsibility that

an fheiste leighis / the medical device Retraxil

Ainm, cineal né leagan, baisc né sraithuimhir,
b'fhéidir foinsi agus lion earrai / Name, type or
model, batch or serial number, possibly sources and

Féach Aguisin do Liosta Airteagal /List of Articles see Annex

number of items

Cod-EMDN / EMDN-Code Q010204

c6d GMDN / GMDN code 46423

c6éd UMDNS / UMDNS code -

UDI-DI Bunusach / Basic UDI-DI ++J0141209REP0204a3E

d'aicme / of class |

de réir rialach / according to rule 5 de réir Aguisin VIl de Rialachan Feiste Leighis 2017/745 /
according to Annex VIl of Medical Device Regulation 2017/745

comhlionann sé na foralacha uilig sa Rialachan Feiste Leighis 2017/745 ata i bhfeidhm air. /
meets all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Caighdeain chomhoiriunaithe i bhfeidhm, caighdeain
naisiunta né caipéisi normatacha eile / Applied -
harmonised standards, national standards or other

normative documents Féach Caipéisiocht Theicnilil do Chaighdeain Bhreise i bhfeidhm

ar Tairge Retraxil, Leagan 01

Further Applied standards see Technical Documentation of
Product Retraxil, Version [01

Gnathamh measunaithe comhréireachta de réir / Rialachan Feiste Leighis 2017/745, Art 52 (7)
Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Combhlacht a dtugtar fogra do / Notified Body -

Uimhir chlaraithe / Registration number: -

Uimbhir leagain / Version number 01

Tagann sé in ait Dearbhi Comhréireachta 6 / -
Replaces Declaration of Conformity from

o %554(/&;«5*@\/&{(/&

Hanau, 07.08.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Lathair, data / Place, date Ainm agus feidhm / Name and function

Ta an dearbht comhréireachta seo baili feadh 2 bhliain i dtaca leis na caipéisi fuascailte don bhaisc faoi seach de na feisti
tairgthe / This statement of conformity is valid for 2 years in connection with the release documents for the respective batch of
produced devices.

Doc.-Uimh.:2062428 Leagan: 01 Leathanach 1 de 1 IE/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

Liosta Airteagal / List of Articles
Aguisin / Annex: Dearbhi Comhréireachta / Declaration of Conformity

An fheiste leighis / Retraxil
The medical device

Uimbhir leagain / Version number 01

Tagann sé in ait Aguisin 6 / -
Replaces Annex from
Ta an liosta airteagail baili don dearbhu 01

comhréireachta leagan / This article list is
valid for the declaration of conformity version

UDI-DI / UDI-DI :'r't‘::l'; ;‘,‘,'Jt,:gg';‘" | Ainm | Name

+J014660981800 66098180 RETRAXIL
STARTER PACK
4X1 G

+J014660981790 66098179 RETRAXIL VALUE
PACK 20X1G

+J014660987210 66098721 RETAXIL SAMPLE
1X1G

2 m@ﬁ&{u&

Hanau, 07.08.2024 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Lathair, data / Place, date Ainm agus feidhm / Name and function

Doc.-Uimh.:2057497 Leagan: 01 Leathanach 1 de 1 IE/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

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

Retraxil

Elenco degli articoli vedi allegato / List of Articles see Annex

Q010204
46423

++J0141209REP0204a3E

5 secondo l'allegato VIII del regolamento sui dispositivi medici

2017/745 | according to Annex VIII 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, 07.08.2024

Luogo, data / Place, date

Ulteriori norme applicate vedi Documentazione tecnica di

Prodotto Retraxil, Versione [01
Further Applied standards see Technical Documentation of

Product Retraxil, Version [01
Regolamento sui dispositivi medici 2017/745, Art 52 (7)

Medical Device Regulation 2017/745, Art 52 (7)

01

. il
vV s, o dle
i.V. Dr. Matthias Hartmann ‘“'\/ M%\“&\b&

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nome e funzione / Name and function

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

N. doc.:2062428 Versione: 01 Pagina 1 di 1 IT/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

Allegato / Annex: Dichiarazione di conformita / Declaration of Conformity

Il dispositivo medico /
The medical device

Elenco degli articoli / List of Articles

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

Retraxil

01

01

version
UDI-DI / UDI-DI Numero articolo / Nome / Name
Article number
+J014660981800 66098180 RETRAXIL STARTER PACK
4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK
20X1G
+J014660987210 66098721 RETAXIL SAMPLE 1X1G
. / (
u,\/, | / < ‘(ﬂ A
Hanau,07'08'2024 i.V. Dr. Matthias Hartmann m% &&/R

Luogo, data / Place, date

N. doc.:2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nome e funzione / Name and function

Versione: 01 Pagina 1 di 1

IT/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

DIKJARAZZJONI TA' KONFORMITA /| DECLARATION OF CONFORMITY

Isem u indirizz tal-kumpanija / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
I-Germanja / Germany

SRN: DE-MF-000007705

Niddikjaraw, taht ir-responsabbilta unika taghna, li / We declare under our sole responsibility that

l-apparat mediku / the medical device Retraxil

Isem, tip jew mudell, numru tal-lott jew tas-serje,
possibbilment sorsi u numru ta' oggetti / Name, type
or model, batch or serial number, possibly sources
and number of items

Lista ta' Oggetti ara Anness / List of Articles see Annex

Kodi¢i EMDN / EMDN-Code Q010204

Kodi¢i GMDN / GMDN code 46423

Kodi¢i UMDNS / UMDNS code -

UDI-DI baziku / Basic UDI-DI ++J0141209REP0204a3E

tal-klassi / of class |

skont ir-regola / according to rule 5 skont I-Anness VIII tar-Regolament dwar I-Apparati Medici
2017/745 | according to Annex VIII of Medical Device Regulation
2017/745

jissodisfa d-dispozizzjonijiet kollha tar-Regolament dwar I-Apparati Medici 2017/745 li japplikaw ghalih. / meets
all the provisions of the Medical Device Regulation 2017/745 which apply to it.

Standards armonizzati, standards nazzjonali jew
dokumenti normativi ohra applikati / Applied -

harmonised standards, national standards or other . L . .
normative documents Aktar Standard_s app!l](at] ara d-Dokumentazzjoni Teknika ta
Prodott Retraxil, Verzjoni 01

Further Applied standards see Technical Documentation of
Product Retraxil, Version [01

Proc¢edura tal-evalwazzjoni tal-konformita skont / Regolament dwar Apparati Medi¢i 2017/745, Art 52 (7)
Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Korp Notifikat / Notified Body -

Numru tar-redistrazzjoni / Registration number: -

Numru tal-verzjoni / Version number 01

Tissostitwixxi d-Dikjarazzjoni ta' Konformita ta' / -
Replaces Declaration of Conformity from

Hanau, 07.08.2024 i.V. Dr. Matthias Hartmann =
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Post, data / Place, date Isem u funzjoni / Name and function

Din id-dikjarazzjoni ta’ konformita hi valida ghal sentejn b’rabta mad-dokumenti ta’ rilaxx ghal-lott rispettiv tal-apparati prodotti. /
This statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced
devices.

Nru tad-Dok:2062428 Verzjoni: 01 Pagna 1 minn 1 MT/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

KULZER
Dikjarazzjoni ta' Konformita / Declaration of Conformity
Anness / Annex: Lista ta' Oggetti / List of Articles
L-apparat mediku / Retraxil
The medical device
Numru tal-verzjoni / Version number 01
Jissostitwixxi I-Anness ta' / -
Replaces Annex from
Din il-lista ta’ artikoli hija valida ghad- 01
dikjarazzjoni tal-verzjoni ta’ konformita / This
article list is valid for the declaration of
conformity version
upi-Di/uprpl  |Numrutal-oggett/ oo Name
Article number
+J014660981800 | 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 | 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 | 66098721 RETAXIL SAMPLE 1X1G
- N / ( i/ .
Hanau, 07.08.2024 i.V. Dr. Matthias Hartmann N W@‘L‘&(\b&
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Post, data / Place, date Isem u funzjoni / Name and function

Nru tad-Dok:2057497 Verzjoni: 01 Pagna 1 minn 1 MT/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

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 Retraxil

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 Q010204

GMDN-code / GMDN code 46423

UMDNS-code / UMDNS code -

Basis UDI-DI / Basic UDI-DI ++J0141209REP0204a3E

van klasse / of class |

in overeenstemming met regelgeving / according to 5 conform Bijlage VIl 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.

Toegepaste geharmoniseerde normen, nationale

normen of andere normatieve documenten / Applied Voor overige toegepaste normen, zie technische documenten van
harmonised standards, national standards or other  product Retraxil versie 01

normative documents . . .
Further Applied standards see Technical Documentation of Product
Retraxil Version [01

Conformiteitsbeoordelingsprocedure in Verordening (EU) 2017/745, Art 52 (7)
overeenstemming met /

Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Aangemelde instantie / Notified Body -

Registratienummer / Registration number: -

Versienummer / Version number 01

Vervangt de verklaring van conformiteit van / -
Replaces Declaration of Conformity from

o %554(/&;«5*@\/&{(/&

Hanau, 07.08.2024 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.:2062428 Versie: 01 Pagina 1 van 1 NL/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

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

Het medisch hulpmiddel /
The medical device

Versienummer / Version number

Vervangt de bijlage van /
Replaces Annex from

Deze artikellijst is geldig voor de
conformiteitsverklaring, versie / This article
list is valid for the declaration of conformity
version

Retraxil

01

01

Unieke identificatiecode / UDI-DI

Artikelnummer /
Article number

Naam / Name

+J014660981800 66098180 RETRAXIL STARTER PACK
4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK
20X1G
+J014660987210 66098721 RETAXIL SAMPLE 1X1G
- N / i/ .
Han.alu,07'08'2024 i.V Dr. Matthias Hartmann A m%&h‘%\b&

Plaats, datum / Place, date

Doc.nr.:2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Versie: 01

Naam en functie / Name and function

Pagina 1 van 1

NL/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

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 Retraxil

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 Q010204

GMDN-kode / GMDN code 46423

UMDNS-kode / UMDNS code -

Grunnleggende UDI-DI / Basic UDI-DI ++J0141209REP0204a3E

i klasse / of class |

i henhold til regel / according to rule 5 i henhold til vedlegg VIII 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

Ytterligere anvendte standarder, se teknisk dokumentasjon for
produktet Retraxil, versjon 01

Further Applied standards see Technical Documentation of
Product Retraxil, Version 01

Prosedyre for samsvarsvurdering i henhold til / forordning 2017/745 om medisinsk utstyr, Art 52 (7)
Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Teknisk kontrollorgan / Notified Body -

Registreringsnummer / Registration number: -

Versjonsnummer / Version number 01

Erstatter samsvarserkleering fra / -
Replaces Declaration of Conformity from ,/
LV Talonee, el
Hanau, 07.08.2024 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.:2062428 Versjon: 01 Side1av1 NO/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

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

Retraxil

01

01

version

UDI-DI / UDI-DI 22;';}‘::‘:,:‘;2? ! Navn / Name

+J014660981800 66098180 RETRAXIL STARTER
PACK 4X1 G

+J014660981790 66098179 RETRAXIL VALUE
PACK 20X1G

+J014660987210 66098721 RETAXIL SAMPLE
1X1G

Hanau, 07-08.2024

Sted, dato / Place, date

Dok.nr.:2057497

. Tl Ll
LV. Dr. Matthias Hartmann v/ &% ics A
Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH

Navn og funksjon / Name and function

Versjon: 01

Side1av1

NO/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

DECLARAGAO DE CONFORMIDADE / DECLARATION OF CONFORMITY

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

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

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

Cédigo EMDN / EMDN-Code Q010204

Cédigo GMDN / GMDN code 46423

Caodigo UMDNS / UMDNS code -

UDI-DI basico / Basic UDI-DI ++J0141209REP0204a3E

da classe / of class |

em conformidade com o regulamento / according to 5 em conformidade com o Anexo VIII do Regulamento 2017/745
rule 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

Outras normas aplicadas, ver Documentagéo técnica do produto
Retraxil Verséo [01

Further Applied standards see Technical Documentation of
Product Retraxil Version [01

Procedimento de avaliagdo da conformidade de Anexo IX do Regulamento 2017/745 Art 52 (7)
acordo com /

Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Organismo notificado / Notified Body -

Numero de registo / Registration number: -

Numero de versao / Version number 01

Substitui a Declaragédo de Conformidade de /

Replaces Declaration of Conformity from e
07.08.2024 WY %&64@;%4\&\@
Hanau, "% p.p. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services Kulzer
GmbH
Local, data / Place, date Nome e fungado / Name and function

A presente declaragdo de conformidade é valida 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.:2062428 Verséo: 01 Péagina 1 de 1 PT/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

Anexo / Annex: Declaragao de Conformidade / Declaration of Conformity

O dispositivo médico /
The medical device

Lista de artigos / List of Articles

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

Retraxil

01

01

UDI-DI / UDI-DI Numero de artigo/ | oo/ Name

Article number
+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 66098721 RETAXIL SAMPLE 1X1G

Local, data / Place, date

N.° de Doc.:2057497

p.p. Dr. Matthias Hartmann

Kulzer GmbH

0 m@ﬁ&{u&

Head of Global Quality, Regulatory & Scientific Services

Nome e fungédo / Name and function

Verséo: 01 Pagina 1 de 1

PT/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

DECLARATIE DE CONFORMITATE / DECLARATION OF CONFORMITY

Numele si adresa companiei /
Name and address of the company

Kulzer GmbH
Leipziger Strale 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

Retraxil

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

Q010204
46423

++J0141209REP0204a3E
|

5 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, 28.01.2025

Loc, data / Place, date

Alte standarde aplicate, vezi documentatia tehnica a Produsului
Retraxil Versiunea 01

Further Applied standards see Technical Documentation of
Product Retraxil, Version 01

Regulamentul privind dispozitivele medicale 2017/745, Art 52 (7)
Medical Device Regulation 2017/745, Art 52 (7)

01

- I/ [
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.:2062428

Versiune: 01

Pagina 1 din 1 RO/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

Dispozitivul medical /
The medical device

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

Retraxil

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

01

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

+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 66098721 RETRAXIL SAMPLE 1X1G

- I/ | 7

o m@*@&&u&
Hanau,28'01'2025 i.V. Dr. Matthias Hartmann

Loc, data / Place, date

Doc.-Nr.:2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nume si functie / Name and function

Versiune: 01 Pagina 1 din 1

RO/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

FORSAKRAN OM OVERENSSTAMMELSE / DECLARATION OF CONFORMITY

Foretagets namn och adress / Kulzer GmbH
Name and address of the company 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 Retraxil

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

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

number of items

EMDN-kod / EMDN-Code Q010204

GMDN-kod / GMDN code 46423

UMDNS-kod / UMDNS code -

Grundlaggande UDI-DI / Basic UDI-DI ++J0141209REP0204a3E

i klass / of class |

enligt paragraf / according to rule 5 enligt bilaga VIII i férordningen om medicintekniska produkter
2017/745 | according to Annex VIII 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

For ytterligare tillampade standarder, se teknisk dokumentation foér
produkten Retraxil, version 01

Further Applied standards see Technical Documentation of
Product Retraxil, Version [01

Forfarande for bedémning av éverensstammelse férordning om medicintekniska 2017/745, Art 52 (7)
enl./
Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Anmalt organ / Notified Body -

Registreringsnummer / Registration number: -

Versionsnummer / Version number 01

Ersatter forsdkran om Overensstammelse fran / -
Replaces Declaration of Conformity from

£l |/ ( f/ I
I f4C 5 \
07.08.2024 LV &%t/gw;*@\&\uk

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

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

Denna forsakran om Overensstammelse ar giltig i 2 ar tillsammans 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:2062428 Version: 01 Sida1av1 SE/GB



Docusign Envelope ID: A1AOOAD3-3D4F-424F-89A1-6FB5D13DF54E

IKULZER

Lista ove

r artiklar / List of Articles

Bilaga / Annex: Forsakran om overensstammelse / Declaration of Conformity

Den medicintekniska produkten /
The medical device

Versionsnummer / Version number

Ersatter bilaga fran /
Replaces Annex from

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

Retraxil

01

01

Artikelnummer /

UDI-DI / UDI-DI Arti Namn / Name
icle number
+J014660981800 66098180 RETRAXIL STARTER
PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE
PACK 20X1G
+J014660987210 66098721 RETAXIL SAMPLE
1X1G

Hanau, 07.08.2024

Ort, datum / Place, date

Dok.nr:2057497

Version: 01

0 Yatle. dle
V. Dr. Matthias Hartmann v/ 189048y A
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Namn och funktion / Name and function

Sida1av1

SE/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

IZJAVA O SKLADNOSTI /| DECLARATION OF CONFORMITY

Ime in naslov podjetja /
Name and address of the company

Kulzer GmbH
Leipziger Strale 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, 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

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

Retraxil

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

Q010204
46423

++J0141209REP0204a3E
|

5 v skladu s Prilogo VIII Uredbe o medicinskih pripomockih
2017/745 | according to Annex VIII 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

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,28.01 .2025

Kraj, datum / Place, date

Drugi uveljavljeni standardi so na voljo v Tehni¢ni dokumentaciji
izdelka Retraxil, razlicica 01

Further Applied standards see Technical Documentation of
Product Retraxil, Version 01

Uredbo o medicinskih pripomockih 2017/745, Art 52 (7)
Medical Device Regulation 2017/745, Art 52 (7)

01

- 0 m@ﬁ&{u&

zastopnica Dr. Matthias Hartmann
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.:2062428 Razli¢ica: 01 Stran 1 od 1 SI/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

Medicinski pripomocek /
The medical device

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

Stevilka razlicice / Version number

Nadomes&ca Prilogo z dne /
Replaces Annex from

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

Retraxil

01

01

UDI-DI / UDI-DI itr‘:,"c'l':fqz,’ngr ! Ime / Name

+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 66098721 RETRAXIL SAMPLE 1X1G

Kraj, datum / Place, date

St. dok.:2057497

2 m@ﬁ&{u&

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

Ime in polozaj / Name and function

Razli¢ica: 01 Stran 1 od 1

SI/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

VYHLASENIE O ZHODE /| DECLARATION OF CONFORMITY

Nazov a adresa spolo¢nosti / Kulzer GmbH
Name and address of the company Leipziger Strale 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 Retraxil

Nazov, typ alebo model, Cislo Sarze alebo sériové

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

number of items

Kéd EMDN / EMDN-Code Q010204

Kéd GMDN / GMDN code 46423

Kéd UMDNS / UMDNS code -

Z&akladné identifikacné Cislo UDI-DI / Basic UDI-DI  ++J0141209REP0204a3E

triedy / of class |

podfa pravidla / according to rule 5 podla prilohy VIII k nariadeniu 2017/745 o zdravotnickych
pomockach / according to Annex VIII 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

alebo iné normativne dokumenty / Applied -

harmonised standards, national standards or other ~ DalSie pouZité normy najdete v technickej dokumentacii verzie 01
normative documents k produktu Retraxil

Further Applied standards see Technical Documentation of
Product Retraxil, Version 01

Postup posudenia zhody podla / nariadeniu 2017/745 o zdravotnickych pomdckach, Art 52 (7)
Conformity assessment procedure acc. to Medical Device Regulation 2017/745, Art 52 (7)

Notifikovany organ / Notified Body -

Registracné Cislo / Registration number: -

Cislo verzie / Version number 01
Nahradza vyhlasenie o zhode z / -
Replaces Declaration of Conformity from o
. Tl Ll
28.01.2025 . oV GRS e RN
Hanau, i,V

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

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

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

Cislo dokumentu:2062428 Verzia: 01 Strana1z1 SK/GB



Docusign Envelope ID: 6B80B00A-4D47-4DE2-AA03-AA8503207CBC

IKULZER

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

Zdravotnicka pomocka / Retraxil
The medical device

Cislo verzie / Version number 01

Nahradza prilohu z / -
Replaces Annex from

Tento zoznam tovaru je platny pre vyhlasenie 01
o zhode, verzia / This article list is valid for
the declaration of conformity version

UDI-DI / UDI-DI Cislo polozky / Meno / Name
Article number
+J014660981800 66098180 RETRAXIL STARTER PACK 4X1 G
+J014660981790 66098179 RETRAXIL VALUE PACK 20X1G
+J014660987210 66098721 RETRAXIL SAMPLE 1X1G
: A/ ol
o %2&64%@44&&(,&
Hanau,28.01.2025 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Miesto, datum / Place, date Meno a funkcia / Name and function
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