DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

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

SRN: DE-MF-000007705
Wir erklédren in alleiniger Verantwortung, dass / We declare under our sole responsibility that

das Medizinprodukt / the medical device GLUMA 2Bond

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

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

EMDN-Nummer / EMDN-Code 54:)718021 01

GMDN-Nummer / GMDN code

UMDNS-Nummer / UMDNS code 10-034

Basis-UDI-DI / Basic UDI-DI ++J0141103BA01010104bL8

der Klasse / of class lla

nach Regel / according to rule 8-1 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

Weitere angewandte Normen siehe Version 02 der Technischen
Dokumentation von Product GLUMA 2Bond / Further Applied
standards see Technical Documentation of Product GLUMA

or other normative documents 2Bond, Version 02
Konformitatsbewertungsverfahren nach / Medizinprodukte-Verordnung 2017/745 Anhang IX, Kapitel |,
Conformity assessment procedure acc. to Abschnitt 2 und 3 and Kapitel Il
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section Z
and 3 and Chapter Il
Benannte Stelle / Notified Body TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg / Germany

CE 0197
Registrierungsnr. / Registration No.: HZ 1198082-1
Versionsnummer / Version number 01
Ersetzt Konformitatserklarung vom / 28.03.2022

Replaces Declaration of Conformity from

=1
Hanau, AU9 18, 2022 V. v sll . e
Dr. Matthias Hartmann ‘”'\/ &64%%\(-\&\(/&

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Ort, Datum / Place, date Name und Funktion / Name and function

Diese Konformitatserklarung ist gltig 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.:2048697 Version: 04 Page 1 of 1



DocuSign Envelope ID: AF0798C3-625C-4BC7-9475-276EECCOE471

KULZER

Artikelliste / List of Articles

Anhang zur Konformitatserklarung / Annex to declaration of conformity

das Medizinprodukt /
for the medical device

Versionsnummer Artikelliste/
Version number article list

Ersetzt Artikelliste vom /
Replaces article list from

GLUMA 2Bond

V02

V01, 28.03.2022

Diese Artikelliste ist gltig fur die Konformitatserklarung Version/ V01
This article list is valid for the declaration of conformity version

UDI-DI Article number Article name

+J014660409720 | 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 | 66096110 PROC GLUMA 2BOND KIT 1X4ML

Ort, Datum / Place, date

Dok.: 2055603

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

Name und Funktion / Name and function

Version: 02 Page 1 of 1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

OEKNAPALMA 3A CbOTBETCTBUE /| DECLARATION OF CONFORMITY

Mme 1 agpec Ha doupmara /
Name and address of the company

Kulzer GmbH
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

HaumeHoBaHue, TMN UK MoZern, NapTUaAeH unu
cepueH HoMep, eBEHTYarHo npouaxoa u 6poin
enemeHTn /| Name, type or model, batch or serial
number, possibly sources and number of items

Kon no EMDN / EMDN-Code

Koa no GMDN / GMDN code

Kog no UMDNS / UMDNS code

OcHosHa UDI-DI ngentudgpukauus / Basic UDI-DI

ot knac / of class

cbrnacHo npaswuno / according to rule

GLUMA 2Bond

Cnucbk ¢ apTukynu, Buxre MNpunoxexueTo /
List of Articles see Annex

Q010101
34782
10-034

++J0141103BA01010104bL8

lla

8-1 cwrnacHo Mpunoxexue VIIl ot PernameHTa 3a MeavumHckmuTe
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 Apyrn HOPMaTUBHU JOKYMEHTM /
Applied harmonised standards, national standards or
other normative documents

Mpoueaypa 3a oueHka Ha CbOTBETCTBUETO CbIMacHo /
Conformity assessment procedure acc. to

HoTtundwuumpaHx opraH / Notified Body

PernctpauunoHeH Homep / Registration number:
Homep Ha Bepcusi / Version number

3ameHns [leknapauus 3a cboTBeTCTBME OT /
Replaces Declaration of Conformity from

Xanay, Aug 15,2022

MscTo, pata / Place, date

Opyrv npunoxeHn ctaH4apTy, BUXTE TEXHUYecKaTa
AokymeHTaumsa Ha npogykt GLUMA 2Bond Bepcus 2
Further Applied standards see Technical Documentation of
Product GLUMA 2Bond, Version 2

PernameHTa 3a meanumHckute usgenusa 2017/745 Mpunoxexve
IX, rmaea |, pasgen 2 v 3 u masa lll

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

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg / l'epmanns

CE 0197

HZ 1198082-1
01
28.03.2022

/ [ i/ /
oT umeTo Ha A-p Dr. Matthias Hartmann s &\(/R

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Mme n gnwxHocTt / Name and function

Tasun [leknapaums 3a CbOTBETCTBME € BanuiHa 3a 2 roAvHN BbB BPb3ka C NybnunkyBaHWTe JOKYMEHTU 3a CbOTBETHATa NapTuaa NpousseaeHn
ycTtponctea / This statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced

Hok. Ne:2048697

Bepcus:04

devices.
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DocuSign Envelope ID: AF0798C3-625C-4BC7-9475-276EECCOE471

IKULZER

Cnucobk c aptukynu / List of Articles

MpunoxeHue /| Annex: fleknapauusa 3a cbotBetcTBUe / Declaration of Conformity

MeguumHckoTo nsgenve /

The medical device

Homep Ha Bepcus / Version number

3ameHs MNpunoxeHneto o1/

Replaces Annex from

To3m cNNCBK CbC CTaTUM € BanuaeH BbB Bpb3ka C
JeknapauusTa 3a cCboTBeTCTBUe, Bepcus / This
This article list is valid for the declaration of

conformity version

GLUMA 2Bond

V02
V01, 28.03.2022

Vo1

UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML

Tt ( / ( '/ ar’f
Xamay, Nov 23, 2022 OT UMeTO Ha A-p Dr. Matthias Hartmann

MsacTo, pata / Place, date

Hok. Ne:2057497

Head of Global Quality, Regulatory & Scientific Services

Kulzer GmbH

Nme n gnwvxxHoct / Name and function

Bepcus: 00

CtpaHuua 1 ot 1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

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 prostfedek / the medical device GLUMA 2Bond

Seznam poloZek je uveden v pfiloze /

Nazev, typ nebo model, Sarze nebo vyrobni &islo, List of Articles see Annex

pFipadné zdroje a pocet kusu / Name, type or
model, batch or serial number, possibly sources and
number of items

Kéd EMDN / EMDN-Code 3Q‘?71£21 01

Kéd GMDN / GMDN code

Kod UMDNS / UMDNS code 10-034

Zakladni UDI-DI / Basic UDI-DI ++J0141103BA01010104bL8

tridy / of class lla

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

spliiuje vS8echna 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.

.’.DO,UZité har'mo,nizované normy, n_a’1rodn|’ normy nebo DalSi pouzité normy najdete v technické dokumentaci k
jiné normativni dokumenty / Applied harmonised vyrobku GLUMA 2Bond, verze 2

standards, national standards or other normative Further Applied standards see Technical Documentation of

documents Product GLUMA 2Bond, Version 2
Procedura posouzeni shody podle / nafizeni 2017/745 o zdravotnickych prostfedcich, pfiloha IX,
Conformity assessment procedure acc. to kapitola |, oddil 2 a 3 a kapitola Il

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

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

CE 0197
Registracni Cislo / Registration number: HZ 1198082-1
Cislo verze / Version number 01
Nahrazuje Prohlaseni o shodé ze dne / 28.03.2022

Replaces Declaration of Conformity from

/ [ i/ /
Hanau, Aug 15,2022 V. oY @4(/&@“(—\&\(/&
Dr. Matthias Hartmann
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: 04 Strana1z1
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IKULZER

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

Zdravotnicky prostfedek / GLUMA 2Bond
The medical device
Cislo verze / Version number V02
Nahrazuje pfilohu ze dne / V01, 28.03.2022
Replaces Annex from
T - . . V01
ento seznam zboZi plati pro verzi
prohlaseni o shodé / This article list is valid
for the declaration of conformity version:
UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML

2 M@‘u&k\

Hanau, Nov 23,2022 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: 00 Strana1z1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

VASTAVUSDEKLARATSIOON / DECLARATION OF CONFORMITY

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

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

meditsiiniseade / the medical device GLUMA 2Bond

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

Artiklite loendit vt lisast / List of Articles see Annex

EMDN-kood / EMDN-Code :?271&?21 01

GMDN-i kood / GMDN code

UMDNS-i kood / UMDNS code 10-034

P&hi-UDI-DI / Basic UDI-DI ++J0141103BA01010104bL8

klassil / of class lla

kooskdlas reegliga / according to rule 8-1 kooskdlas meditsiiniseadme maarusega 2017/745 lisaga VIII /

according to Annex VIl of Medical Device Regulation 2017/745

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

Kehtivad harmoniseeritud standardid, riiklikud Muid rakenduvaid standardeid vt tehnilistest
standar(_iid ja muud normati_ivdokumendid I Applied dokumentidest tootele GLUMA 2Bond, Version 2
harmonised standards, national standards or other Further Applied standards see Technical Documentation of

normative documents Product GLUMA 2Bond, Version 2
Vastavushindamismenetlus vastavalt / meditsiiniseadmete maaruse 2017/745 IX. lisa, |. peatikk, 2. ja 3.
Conformity assessment procedure acc. to jaotis ning lll. peatikk
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter il
Teavitatud asutus / Notified Body TUOV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg / Saksamaa

CE 0197
Registreerimisnumber / Registration number: HZ 1198082-1
Versiooni number / Version number 01
Asendab vastavusdeklaratsiooni alates / 28.03.2022

Replaces Declaration of Conformity from

- i [ ;/ i
vV s, o dle
Aug 15, 2022 A U~

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

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

See vastavusdeklaratsioon kehtib 2 aastat koos toodetud seadmete vastava partii valjastusdokumentidega / This statement of
conformity is valid for 2 years in connection with the release documents for the respective batch of produced devices.

Dok nr:2048697 Versioon:04 Lk1/1
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IKULZER

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

Meditsiiniseade / GLUMA 2Bond
The medical device

Versiooni number / Version number V02

Asendab lisa alates / V01, 28.03.2022
Replaces Annex from

See artiklite loend kehtib Vo1

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

UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML
i "/"/ ( ;/ :rr

Hanau, Nov 23, 2022 i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services

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

Dok.: 2057497 Version: 00 Lk1/1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

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

de la clase / of class

de acuerdo con la norma / according to rule

GLUMA 2Bond

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

Q010101
34782
10-034

++J0141103BA01010104bL8

lla

8-1 de acuerdo con el Anexo VIl del Reglamento sobre productos
sanitarios 2017/745 / according to Annex VIlI 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 evaluacion de la conformidad de
acuerdo con /
Conformity assessment procedure acc. to

Organismo notificado / Notified Body

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

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

Hanau, Aug 15,2022

Lugar, fecha / Place, date

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

respective batch of produced devices.

N.° de doc.:2048697

Para otras normas aplicadas consulte la documentacion técnica del
producto GLUMA 2Bond, version 2

Further Applied standards see Technical Documentation of
Product GLUMA 2Bond, Version 2

Reglamento sobre productos sanitarios 2017/745 Anexo IX,
Capitulo |, Secciones 2 y 3 y Capitulo IlI

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

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg / Alemania

CE 0197

HZ 1198082-1
01
28.03.2022

E //' [ ’i/ Jf
. . N &64%%4\&\@
i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Version: 04

Nombre y cargo / Name and function

Pagina 1 de 1



DocuSign Envelope ID: AF0798C3-625C-4BC7-9475-276EECCOE471

IKULZER

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

El producto sanitario / GLUMA 2Bond
The medical device

Nudmero de version / Version number V02

Sustituye al Anexo del / V01, 28.03.2022

Replaces Annex from

Esta lista de articulos es valida para la Vo1
version de la declaraciéon de conformidad /

This article list is valid for the declaration of
conformity version

UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML
- N/ [ J
o %2&64%@44&&(,&
Hanau, Nov 23, 2022 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Lugar, fecha / Place, date Nombre y cargo / Name and function

Dok.: 2057497 Version: 00 Pagina 1 de 1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

AHAQZH YMMOP®QEHE /| DECLARATION OF CONFORMITY

Emrwvupia kar dielBuvon etaipeiag / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
lepuavia / Germany

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

TO 1ATPOTEXVOAOYIKO TTPOidV / the medical device GLUMA 2Bond

Emrwvuplia, TOTOC f HOVTEAD, TIapTIBa K apIBUGE Kardhoyog e1dwv Mapdptnua / List of Articles see Annex

oelpdg, MOavEG TTNYEG Kal aplBudg e1dwv / Name,
type or model, batch or serial number, possibly
sources and number of items

Kwdikég EMDN / EMDN-Code 3%?71;)21 01

Kwdikdg GMDN / GMDN code

Kwdikéc UMDNS / UMDNS code 10-034

Baoiké UDI-DI / Basic UDI-DI ++J0141103BA01010104bL8

KA&ong / of class lla

oUppwva Pe Tov Kavova / according to rule 8-1 oupgwva pe 1o Mapdptnua VIl Tou Kavoviopou 2017/745 yia

Ta 1ATPOTEXVOAOYIKG TTpOoidvTa / according to Annex VIII of Medical
Device Regulation 2017/745

mwAnpoi 6Agg TIg 1I0XUoUOoEG 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 Trslipzspg?g;;;pzjcpappo(opeva TIPOTUTIA BA. TNV TEXVIKA

harmonised standards, national standards or other TpoidvToc GLUMA 2Bond, £k500n 2

normative documents Further Applied standards see Technical Documentation of

Product GLUMA 2Bond, Version 2

Aladikaoia agloAdynong ocuppépewong olpewva pe  Kavoviopdg 2017/745 yia Ta 1oTpoTeXVOAOYIKE TTpoidvTa,

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

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

Koivotroinuévog opyaviouog / Notified Body TOV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nurnberg / leppavia

CE 0197

Ap1Bu6S kataxwpnong / Registration number: HZ 1198082-1

Ap1Bu6s ékdoaong / Version number 01

AvTiKaBioTd Tn dRAWGCN CUPPOPPWONG aTrod / 28.03.2022

Replaces Declaration of Conformity from ,

i Aug 15. 2022 ’ o %@A{/‘L’ “L\/&{(/R

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

ToéT10G, nuepounvia / Place, Ovoparetrwvupo kai TiThAog / Name and function

date

Autr] n dNAwon cuppdpPwaong 10XVl yia 2 xpdvia o Oxéon HPE Ta £yypapa KUKAOQopIiag yia Tnv avTioToixn TmopTida Twv
TTapayopevwy TpoidvTwy. / 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 ‘Exdoon:04 >eAida 1 ammé 1



DocuSign Envelope ID: AF0798C3-625C-4BC7-9475-276EECCOE471

IKULZER

KardaAoyog €1dwv / List of Articles
Mapdptnua / Annex: AlAwon cuppdépewong / Declaration of Conformity

To 1aTpoTexvoAoyiké TTpoidy / GLUMA 2Bond
The medical device

Ap1Bu6s ékdoong / Version number V02
AvTikaBioTa TO MNapdpTtnua até / V01, 28.03.2022

Replaces Annex from

AUTOG 0 KaTAAOYOG TTPOIOVTWY I0XUEI VIO TV Vo1
¢kdoon dnAwang oupuodpewong / This article
list is valid for the declaration of conformity

version
UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle REéfill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML
- A/ i
N %2&64%@44&&(,&
Hanau, Nov 23,2022 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Totog, nuepopnvia / Place, Ovoparetrwvupo kai Tithog / Name and function
date

Ap. eyypdoeou:2057497 ‘Exdoon: 00 >eAida 1 ammé 1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

IZJAVA O USKLADENOSTI / DECLARATION OF CONFORMITY

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

SRN: DE-MF-000007705
Izjavljujemo pod punom odgovornoséu da / We declare under our sole responsibility that

medicinski proizvod / the medical device GLUMA 2Bond

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

Popis artikala, pogledajte Dodatak / List of Articles see Annex

Sifra EMDN / EMDN-Code 3Qf718021 01

Sifra GMDN / GMDN code

Sifra UMDNS / UMDNS code 10-034

osnovni UDI-DI / Basic UDI-DI ++J0141103BA01010104bL8

klase / of class lla

u skladu s pravilom / according to rule 8-1 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 Dru T . . .
X L . ; . ge primijenjene norme, pogledajte Tehni¢ku dokumentaciju za
drugi normativni dokumenti / Applied harmonised proizvod GLUMA 2Bond, verzija 2

standards, national standards or other normative Further Applied standards see Technical Documentation of

documents Product GLUMA 2Bond, Version 2
Postupak procjene uskladenosti prema / Prilog IX Uredbi 2017/745 o medicinskim proizvodima, Poglavlje |,
Conformity assessment procedure acc. to Odjeljak 2 i 3 te Poglavlje Il

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

Obavijesteno tijelo / Notified Body TUOV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg / Njemacka

CE 0197

Registracijski broj / Registration number: HZ 1198082-1

Broj verzije / Version number 01

Zamijenjuje Izjavu o uskladenosti od / 28.03.2022

Replaces Declaration of Conformity from y

Hanau, Aug 15, 2022 i.V. Dr. Matthias Hartmann o \
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Mjesto, 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: 04 Stranica 1 od 1



DocuSign Envelope ID: AF0798C3-625C-4BC7-9475-276EECCOE471

IKULZER

Medicinski proizvod /
The medical device

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

Broj verzije / Version number

Zamijenjuje Dodatak od /

Replaces Annex from

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

GLUMA 2Bond

V02
V01, 28.03.2022

Vo1

UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Réfill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML

. / [
Hanau, Nov 23, 2022 i.V. Dr. Matthias Hartmann

Mijesto, datum / Place, date

Dok. br.:2057497

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Ime i funkcija / Name and function

Verzija: 00 Stranica 1 od 1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

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

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

az orvostechnikai eszkdz / the medical device

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

model, batch or serial number, possibly sources and

number of items

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

osztalya / of class

a kovetkez6 szabaly szerint / according to rule

GLUMA 2Bond

A cikkek listajat 1dsd a mellékletben / List of Articles see Annex

Q010101
34782
10-034

++J0141103BA01010104bL8

lla

8-1 az orvostechnikai eszkdzokrél szolo 2017/745 rendelet VIII.
melléklete szerint / according to Annex VIII 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

Regisztraciés szam / Registration number:
Verziészam / Version number

Felvaltja a megfelel6ségi nyilatkozatot ettdl /
Replaces Declaration of Conformity from

Hanau, Aug 15,2022

Hely, datum / Place, date

Ez a megfeleléségi nyilatkozat 2 évig érvényes a gyartott eszk6z6k adott tételére vonatkozé 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

Tovabbi alkalmazott szabvanyokat lasd a mlszaki dokumentaciéban,
termék: GLUMA 2Bond, 2 verzio

Further Applied standards see Technical Documentation of

Product GLUMA 2Bond, Version 2

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
01
28.03.2022

- / l’;/ .
oV "&64«/\;;«5*@\&\(/&
i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Név és funkcioé / Name and function

Verzi6:04 Oldalszam: 1/1



DocuSign Envelope ID: AF0798C3-625C-4BC7-9475-276EECCOE471

IKULZER

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

Az orvostechnikai eszkoz / GLUMA 2Bond
The medical device

Verzidészam / Version number V02

Felvaltja a mellékletet ettdl / V01, 28.03.2022

Replaces Annex from

Ez a tétellista a megfelel6ségi nyilatkozat Vo1
kovetkezd verzidjahoz érvényes / This article
list is valid for the declaration of conformity

version
UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML
- A/ i
N %2&64%@44&&(,&
Hanau, Nov 23, 2022 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Hely, datum / Place, date Név és funkcié / Name and function

Dok.sz.:2057497 Verzio: 00 Oldalszam: 1 /1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

ATITIKTIES DEKLARACIJA /| DECLARATION OF CONFORMITY

Bendrovés pavadinimas ir adresas / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
Vokietija / Germany

SRN: DE-MF-000007705
Prisiimdami visa atsakomybe pareiSkiame, kad / We declare under our sole responsibility that

medicinos prietaisas / the medical device GLUMA 2Bond

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

Prekiy saraso ieSkokite Priede / List of Articles see Annex

EMDN kodas / EMDN-Code 3%?71;)21 01

GMDN kodas / GMDN code

UMDNS kodas / UMDNS code 10-034

Pagrindinis UDI-DI / Basic UDI-DI ++J0141103BA01010104bL8

klasés / of class lla

pagal taisykle / according to rule 8-1 Pagal Medicinos prietaisy reglamento 2017/745 VIII priedg /

according to Annex VIl of Medical Device Regulation 2017/745

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

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

atkuriamosiomis medziagomis Kitus taikomus standartus Zr.
produkto GLUMA 2Bond, techninéje dokumentacijoje, 2 versijoje
Further Applied standards see Technical Documentation of

normative documents Product GLUMA 2Bond, Version 2
JAtitikties patvirtinimo procedara pagal / Medicinos priemoniy reglamento 2017/745 IX priedas, | skyrius, 2 ir
Conformity assessment procedure acc. to 3 straipsniai bei Ill skyrius
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter il
Notifikuotoji jstaiga / Notified Body TUOV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg / Vokietija

CE 0197
Registracijos numeris / Registration number: HZ 1198082-1
Versijos numeris / Version number 01
Pakeicia atitikties deklaracijg nuo / 28.03.2022
Replaces Declaration of Conformity from : Ay
V. Tl el
Hanau, Aug 15, 2022 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Vieta, data / Place, date Vardas, pavardé ir pareigos / Name and function

Si atitikties deklaracija galioja 2 metus kartu su atitinkamos pagaminty priemoniy partijos pateikimo j rinka dokumentais. / This
statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced
devices.

Dok. Nr.2048697 Versija:04 1pslis1



DocuSign Envelope ID: AF0798C3-625C-4BC7-9475-276EECCOE471

IKULZER

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

Medicinos prietaisas / GLUMA 2Bond
The medical device

Versijos numeris / Version number V02

Pakeicia Priedg nuo / V01, 28.03.2022

Replaces Annex from

Sis straipsniy sagrasas tinka atitikties Vo1
deklaracijai, kurios versija yra / This article
list is valid for the declaration of conformity

version
UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML
- / [
Hanau, Nov 23, 2022 i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Vieta, data / Place, date Vardas, pavardé ir pareigos / Name and function

Dok. Nr.2057497 Versija: 00 1pslis1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

ATBILSTIBAS DEKLARACIJA /| DECLARATION OF CONFORMITY

Uznémuma nosaukums un adrese / Kulzer GmbH
Name and address of the company Leipziger Strafde 2, 63450 Hanau
Vacija / Germany

SRN: DE-MF-000007705
Meés vienigi uz savu atbildibu deklaréjam, ka / We declare under our sole responsibility that

medicTiniska ierice / the medical device GLUMA 2Bond

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

Precu sarakstu skatiet pielikuma / List of Articles see Annex

EMDN kods / EMDN-Code Q010101

GMDN kods / GMDN code 34782

UMDNS kods / UMDNS code 10-034

Pamata UDI-DI / Basic UDI-DI ++J0141103BA01010104bL8

klase / of class lla

saskana ar noteikumu / according to rule 8-1 saskana ar Medicinisko ieri€u regulas 2017/745 VIII pielikumu

[ according to Annex VI of Medical Device Regulation 2017/745

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

Izr_na.rt1_totie satszk_angtiﬁ standt_a/rtliz\ nalgignilie standzrti Citus izmantotos standartus skatiet tehniskaja dokumentacija par
vai citi normativie dokumenti / Applied harmonise produktu GLUMA 2Bond, 2. versija

standards, national standards or other normative Further Applied standards see Technical Documentation of

documents Product GLUMA 2Bond, Version 2
Atbilstibas novertéSanas procedara saskana ar / Medicinisko ieri€u regulas 2017/745 IX pielikumu, | nodalu, 2. un
Conformity assessment procedure acc. to 3. iedalu un lll nodalu
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter il
Pilnvarota iestade / Notified Body TOV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nirnberg/Vacija

CE 0197
Registracijas numurs / Registration number: HZ 1198082-1
Versijas numurs / Version number 01
Aizstaj atbilstibas deklaraciju, kas datéta ar / 28.03.2022 /
Replaces Declaration of Conformity from - m [ [
Hanava Aug 15, 2022 v.i. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Vieta, datums / Place, date Vards, uzvards un amats / Name and function

Sis pazinojums par atbilstibu ir derigs 2 gadus saistiba ar razoto ieriéu atbilsto$as partijas izlaiSanas dokumentiem. / This
statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced
devices.

Dok.-Nr.:2048697 Versija:04 1. lpp.no1
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IKULZER

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

Mediciniska ierice / GLUMA 2Bond
The medical device

Versijas numurs / Version number V02

Aizstaj pielikumu, kas datéts ar / V01, 28.03.2022

Replaces Annex from

Sis izstradajumu saraksts ir derigs $adai Vo1
atbilstibas deklaracijas versijai / This article
list is valid for the declaration of conformity

version
UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Réfill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML
= i ( A
o %2&64%@44&&(,&
Hanava Nov 23, 2022 v.i. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Vieta, datums / Place, date Vards, uzvards un amats / Name and function

Dok.-Nr.:2057497 Versija: 00 1. lpp.no1



DocuSign Envelope ID: B606D211-6AEE-49A7-97D7-3FF7BD660D43

KULZER

DEKLARACJA ZGODNOSCI / DECLARATION OF CONFORMITY

Nazwa i adres firmy /
Name and address of the company

Kulzer GmbH
Leipziger Straf3e 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

Nazwa, typ lub model, numer partii lub serii, ewentualnie
zrodia i liczba elementow / Name, type or model, batch
or serial number, possibly sources and number of items

Kod wyrobu wg EMDN / EMDN-Code
Kod wyrobu wg GMDN / GMDN code
Kod wyrobu wg UMDNS / UMDNS code
Kod Basic UDI-DI / Basic UDI-DI

klasy / of class

zgodnie z regutg / according to rule

GLUMA 2Bond

Wykaz wyrobdw znajduje sie w zatgczniku / List of Articles see
Annex

Q010101
34782
10-034

++J0141103BA01010104bL8

lla

8-1 zgodnie z zatgcznikiem VIII do Rozporzadzenia 2017/745
w sprawie wyrobow medycznych / according to Annex VIII of
Medical Device Regulation 2017/745

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

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

Procedura oceny zgodnosci wg. /
Conformity assessment procedure acc. to

Jednostka notyfikowana / Notified Body

Numer rejestracyjny / Registration number.
Numer wersji / Version number

Zastepuje Deklaracje zgodnosci z /
Replaces Declaration of Conformity from

Hanau, Aug 15, 2022

Miejscowos¢, data / Place, date

Pozostate stosowane normy znajdujg sie w dokumentaciji
technicznej produktu GLUMA 2Bond, wersja 2

Further Applied standards see Technical Documentation of
Product GLUMA 2Bond, Version 2

Rozporzadzenie 2017/745 w sprawie wyrobéw medycznych,
zatgcznik IX, rozdziat |, sekcja 2 i 3 oraz rozdziat Ill

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

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg/Niemcy

CE 0197

HZ 1198082-1
01

28.03.2022

- i [ ’/ [
( \/ I Al . &(_\ X
i.V. Dr. Matthias Hartmann &%t/g% SN~

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Imie i nazwisko, stanowisko / Name and function

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

respective batch of produced devices

Nr dok.: 2048697

Wersja:04

Strona1z1



DocuSign Envelope ID: AF0798C3-625C-4BC7-9475-276EECCOE471

IKULZER

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

Wyréb medyczny / GLUMA 2Bond
The medical device

Numer wersiji / Version number V02

Zastepuje zatgcznik z dnia / V01, 28.03.2022
Replaces Annex from

Ponizsza lista artykutow obowigzuje dla V01

nastepujgcych wersji deklaracji zgodnosci /
This article list is valid for the declaration of
conformity version

UDI-DI Article number Article name
+J014660409720 | 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 | 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 | 66096110 PROC GLUMA 2BOND KIT 1X4ML
WV ﬁéft//‘é@%/&{(/k
Hanau, Nov 23, 2022 i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Miejscowos¢, data / Place, date Imie i nazwisko, stanowisko / Name and function

Nr dok.: 2057497 Wersja: 00 Strona1z1
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KULZER

DECLARAGAO DE CONFORMIDADE / DECLARATION OF CONFORMITY

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

Kulzer GmbH
Leipziger Strafde 2, 63450 Hanau
Alemanha / Germany

SRN: DE-MF-000007705

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

o dispositivo médico / the medical device

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

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

da classe / of class

em conformidade com o regulamento / according to
rule

GLUMA 2Bond

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

Q010101
34782
10-034

++J0141103BA01010104bL8

lla

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

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

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

Procedimento de avaliagdo da conformidade de
acordo com /
Conformity assessment procedure acc. to

Organismo notificado / Notified Body

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

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

HanaU,AUg 15, 2022

Local, data / Place, date

Outras normas aplicadas, ver Documentagéo técnica do produto
GLUMA 2Bond, Verséo 2

Further Applied standards see Technical Documentation of
Product GLUMA 2Bond, Version 2

Anexo IX do Regulamento 2017/745 relativo aos Dispositivos
Médicos, Capitulo I, seccdo 2 e 3 e Capitulo Ill

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

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nirnberg / Alemanha

CE 0197

HZ 1198082-1

01

28.03.2022

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

p.p. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH

Nome e fungéo / 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.:2048697

Versao:04 Pagina 1 de 1
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IKULZER

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

Dispozitivul medical / GLUMA 2Bond
The medical device

Numar versiune / Version number V02

Tnlocuie$te Anexa dela/ V01, 28.03.2022

Replaces Annex from

Aceasta lista de articole este valabila pentru Vo1
declaratia de conformitate versiunea / This

article list is valid for the declaration of

conformity version

UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML
; A/ ol
o %2&64%@44&&(,&
Nov 23, 2022
Hanau, i.V. Dr. Matthias Hartmann
Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Loc, data / Place, date Nume si functie / Name and function

Doc.-Nr.:2057497 Versiune: 00 Pagina 1 din 1
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KULZER

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, 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

GLUMA 2Bond

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

Q010101
34782
10-034

++J0141103BA01010104bL8

lla

8-1, v skladu s Prilogo VIII Uredbe o medicinskih pripomockih

2017/745 | according to Annex VIII 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.

Ulyzljav!jeni uslf[!ajgr:ji s;andar?i/, Q\aCi/o.n;I;:i stand_arc(j; Drugi uveljavljeni standardi so na voljo v Tehni¢ni dokumentaciji
ali drugi normativni dokumenti / Applied harmonised ;,4q|1 4 GLUMA 2Bond, razlicica 2

standards, national standards or other normative

Further Applied standards see Technical Documentation of
documents

Product GLUMA 2Bond, Version 2

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

Uredbo o medicinskih pripomockih 2017/745, Priloga IX, poglavije |,
oddelka 2 in 3, poglavije 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

Priglaseni organ / Notified Body

CE 0197

Registrska Stevilka / Registration number: HZ 1198082-1

Stevilka razligice / Version number 01

Nadomes$¢a Izjavo o skladnosti z dne / 28.03.2022

Replaces Declaration of Conformity from

- i [ ;/ i
V. Tl e
Aug 15, 2022 zastopnica Dr. Matthias Hartmann = &64%% &\(/R

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Ime in polozaj / Name and function

Hanau,

Kraj, datum / Place, date

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

Medicinski pripomocek / GLUMA 2Bond
The medical device

Stevilka razliice / Version number V02
Nadomesc¢a Prilogo z dne / V01, 28.03.2022

Replaces Annex from

Ta seznam izdelkov velja za naslednjo Vo1
razliGico izjave o skladnosti / This article list is
valid for the declaration of conformity version

UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML
|V \/ { NS QS\L\&\(M
Hanau, Nov 23, 2022 zastopnica Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Kraj, datum / Place, date Ime in polozaj / Name and function
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KULZER

VYHLASENIE O ZHODE /| DECLARATION OF CONFORMITY

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

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

zdravotnicka pomocka / the medical device GLUMA 2Bond

N&zov, typ alebo model, Sislo §are 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

Kéd EMDN / EMDN-Code 39‘?71&?21 01

Kéd GMDN / GMDN code

Kod UMDNS / UMDNS code 10-034

Zakladné identifikacné ¢islo UDI-DI / Basic UDI-DI  ++J0141103BA01010104bL8

triedy / of class lla

podla pravidla / according to rule 8-1 podla prilohy VIII k nariadeniu 2017/745 o zdravotnickych
pomdckach / according to Annex VIII of Medical Device Regulation
2017/745

spiha 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 Dalsie pouzité normy najdete v technickej dokumentacii verzie 2 k

?’Iebo in_é n;rrpat(i;/nz dokutr_nen;y ; A,cc)jp/izd " produktu GLUMA 2Bond
ar moglse d stan art S, hational stanaaras or oiner g, ey Applied standards see Technical Documentation of
hormative documents Product GLUMA 2Bond, Version 2
Postup posudenia zhody podla / prilohy IX k nariadeniu 2017/745 o zdravotnickych poméckach,
Conformity assessment procedure acc. to kapitola |, ast 2 a 3 a kapitola Ill
Medical Device Regulation 2017/745 Annex IX, Chapter I, Section
2 and 3 and Chapter Il
Notifikovany organ / Notified Body TOV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nurnberg / Nemecko
CE 0197
Registracné Cislo / Registration number: HZ 1198082-1
Cislo verzie / Version number 01
Nahradza vyhlasenie o zhode z / 28.03.2022

Replaces Declaration of Conformity from

. - I/ (| J
Hanau, Aug 15, 2022 V. . v @4%%%&\(/&
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 pomoécok /
This statement of conformity is valid for 2 years in connection with the release documents for the respective batch of produced
devices.
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IKULZER

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

Zdravotnicka pomocka / GLUMA 2Bond
The medical device

Cislo verzie / Version number V02

Nahradza prilohu z / V01, 28.03.2022

Replaces Annex from

Tento zoznam tovaru je platny pre vyhlasenie V01
o zhode, verzia / This article list is valid for
the declaration of conformity version

UDI-DI Article number Article name
+J014660409720 66040972 GLUMA 2Bond Bottle Refill
+J014660409710 66040971 GLUMA 2Bond Bottle Value Pack
+J014660961100 66096110 PROC GLUMA 2BOND KIT 1X4ML

oV Tl il
Hanau, Nov 23, 2022 i.V. Dr. Matthias Hartmann

Head of Global Quality, Regulatory & Scientific Services
Kulzer GmbH
Miesto, datum / Place, date Meno a funkcia / Name and function

Cislo dokumentu:2048697 Verzia: 02 Strana1z1
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