® Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

English (en)

EU DECLARATION OF CONFORMITY

¢ Model No., trademark:

312
Single registration number: BE-MF-000019835
Basic UDI-DI: 5000394HABO1EF

Duracell

o Name and address of the manufacturer:

Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e This declaration of conformity is issued under the sole responsibility of the manufacturer.

o Object of the declaration:

Zinc air button cell - hearing aid batteries

o The object of the declaration described above is in conformity with the relevant Union harmonisation
legislation directive and Other Union harmonisation legislation where applicable:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021
EU Medical Regulation 2017/745 class |

o References to the relevant harmonised standards used or references to the other technical
specifications in relation to which conformity is declared.

EN |IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

(Signature): / @M{&yéﬁﬁ C

(Name. Function):

/
Milena Radisavljevic; Regulatory Affairs manager E&A
Duracell International Operations Sarl

Signed for and on behalf of:




® Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

UK DECLARATION OF CONFORMITY

e Model No., trademark:

312

Single registration number: BE-MF-000019835
Basic UDI-DI: 5000394HABO1EF

Duracell

¢ Name and address of the manufacturer:

Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e This declaration of conformity is issued under the sole responsibility of the manufacturer.

e Object of the declaration:
Zinc air button cell - hearing aid batteries

¢ The object of the declaration described above is in conformity with the relevant Union
harmonisation legislation directive and Other Union harmonisation legislation where
applicable:

Batteries and Accumulators Regulations 2008 and its amendments of 2012 and 2015
UK REACH (European Union Withdrawal Act 2018) Regulation

EU POP Regulation 2019/1021EU
Medical Regulation 2017/745 class |

¢ References to the relevant harmonised standards used or references to the other
technical specifications in relation to which conformity is declared.
EN IEC 60086-1

EN IEC 60086-2
EN IEC 60086-5

(Signature): / @M ¢ &UWC

(Name. Function): Milena Radisavljevic; Regulatory Affairs manager E&A
Signed for and on behalf of:

Duracell International Operations Sarl




® Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

Bbnrapcku (bg)

EC OEKITAPALUA 3A CbOTBETCTBUE

e Mogero.,N Tbproscka mapka :
312
Single registration number: BE-MF-000019835
Bazos UDI-DI: 5000394HABO1EF
Duracell

e VMe n agpec Ha npounsBoauTens:

Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e HacTosawaTta geknapaums 3a CbOTBETCTBUE € n3gageHa Ha OTTOBOPHOCTTA Ha Npon3BoguTens.

o [lpeaomeT Ha geknapaumaTta:

LinHkoBo-BBb3aAYyLWLIHA OYyTOHHA KreTb4Ha b6aTepus - 6aTtepum 3a criyxoBu anapatu

o [NpeamMeTbT Ha geknapaumsaTa, onucaH no-rope, oTroBapsi HA CbOTBETHOTO 3aKOHOA4ATENCTBO Ha
Cwblo3a 3a xapmoHusaumst [upektmea u [pyro 3akoHogatenctso Ha Cbio3a 3a XxapMoOHM3auus, Korato
€ NPUNOXNUMO:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021
Medical Regulation 2017/745 Knac |

¢ [lo3oBaBaHe Ha M3nona3eBaHUTe XapMOHWU3NpaHu CTaHOapT UM no3oBaBaHe Ha pyrn
TeXHU4YeCKkun cneu,mcpmxaumm, MO OTHO OTHOLLUEHME Ha KOUTO Ce AeKnapupa CboTBETCTBMUE.

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

(nognuc): %Af &yWC

/
(vme, anbxkHOCT): Milena Radisavljevic; Regulatory Affairs manager E&A
MognucaHo 3a u OT UMeTO Ha:

Duracell International Operations Sarl




® Duracell International Operations Sar
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

EU-KONFORMITATSERKLARUNG
Deutsch (de)

« Modell Nr., Handelsmarke:
312

Registrierungsnummer: BE-MF-000019835
Basis UDI-DI: 5000394HABO1EF

Duracell

e Name und Anschrift des Herstellers:

Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

o Die alleinige Verantwortung fur die Ausstellung dieser Konformitatserklarung tragt der Hersteller.

e Gegenstand der Erklarung

Zink-Luft-Knopfzelle - Horgeratebatterien

e Der oben beschriebene Gegenstand der Erklarung erfiillt die einschldgigen Harmonisierungsrecht

-svorschriften der Union Richtlinie und gegebenenfalls weitere Harmonisierungsrechtsvorschriften der Union:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 Klasse |

® Angabe der einschlagigen harmonisierten Normen, die zugrunde gelegt wurden, oder Angabe der
anderen technischen Spezifikationen, bezlglich derer die Konformitat erklart wird:

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

(Unterschrift): @Mf&yéﬁ[ C
/’ T

(Name, Funktion): Milena Radisavljevic; Regulatory Affairs manager E&A
Unterzeichnet und im Namen von: Duracell International Operations Sarl




® Duracell International Operations Sar
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

Hrvatski (hr)

EU IZJAVA O SUKLADNOSTI

e Model br.,marka
312
Jedinstveni registarski broj: BE-MF-000019835

Osnovni UDI-DI: 5000394HABO1EF
Duracell

¢ Ime i adresa proizvodaca :

Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e Zaizdavanje ove izjave o sukladnosti odgovoran je iskljuivo proizvodac.

e Predmet izjave:

Cink-zraéne gumbaste baterije - Baterije za sluSna pomagala

¢ Prethodno opisani predmet izjave u skladu je s relevantnim zakonodavstvom Unije o uskladivanju i drugim
zakonodavstvom Unije o uskladivanju prema potrebi:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542

EC REACH Regulation (EC 1907/2006)
EU POP Regulation 2019/1021
Medical Regulation 2017/745 Klasa |

¢ Upucivanja na odgovarajuce uskladene norme koje se upotrebljavaju ili upucivanje na druge tehnicke
specifikacije u odnosu na koje se deklarira sukladnost.

EN IEC 60086-1*
EN IEC 60086-2**
EN IEC 60086-5

(potpis): ’,%Zgwémc
/

(ime, funkcija) Milena Radisavljevic; Regulatory Affairs manager E&A

Potpisano za i u ime: Duracell International Operations Sarl




® Duracell International Operations Sarl
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

cestina (cs)

EU PROHLASENI O SHODE

e Model &.,ochranna znamka:
312
Jediné registracni Cislo: BE-MF-000019835
Zakladni UDI-DI: 5000394HABO1EF

Duracell

e Jméno a adresa vyrobce:

Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e Toto prohlaseni o shodé se vydava na vyhradni odpovédnost vyrobce.

o Predmét prohlaseni:

Knoflikova baterie zinek-vzduch - Baterie pro naslouchadla

o VySe popsany pfedmét prohlaSeni je ve shodé s pfislusnymi harmonizovanymi pravnimi pfedpisy Unie a
nalezitych pfipadech dal$i harmonizované pravni pfedpisy Unie:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021
Medical Regulation 2017/745 T¥ida |

¢ Odkazy na pfislusné harmonizované normy, které byly pouzity, nebo na jiné technické specifikace, na jejichz
zakladé se shoda prohlasuje.

EN IEC 60086-1

EN IEC 60086-2
EN IEC 60086-5

(podpis): ,@Mgdﬂéf{/f
7 -

(jméno, funkce): Milena Radisavljevic; Regulatory Affairs manager E&A
Podepséno za a jménem: Duracell International Operations Sarl




® Duracell International Operations Sar
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

ELIVASTAVUSDEKLARATSIOON
eesti keel (et)

e Tootenumber,kaubamark:
312

Unikaalne registreerimisnumber:BE-MF-000019835
Pohi-UDI-DI :5000394HABO1EF

Duracell

o Tootja vbi tema volitatud esindaja nimi ja aadress:

Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

o Kaesolev vastavusdeklaratsioon on vélja antud tootja ainuvastutusel.

e Deklareeritav toode:

Tsink-6hk ndééppatarei - Kuuldeaparaadi patareid

o Ulalkirjeldatud deklareeritav toode on kooskdlas asjakohaste liidu (ihtlustamisdigusaktidega ja Muud liidu
Uhtlustamisdigusaktid (vajaduse korral):

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021
Medical Regulation 2017/745 | klass

¢ Viited kasutatud harmoneeritud standarditele voi muudele tehnilistele kirjeldustele, millele vastavust
deklareeritakse.

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

(allkiri): ,,'%AZW Wc

(nimi, ametinimetus): KMilena Radisa\}ljevic; Regulatory Affairs manager E&A
Alla kirjutanud (kelle poolt/nimel): Duracell International Operations Sarl




® Duracell International Operations Sarl
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

espanol (es)

DECLARACION UE DE CONFORMIDAD

¢ Nombre del Modelo,marca:
312
Numero de registro Unico:BE-MF-000019835
Basico:UDI-DI :5000394HABO1EF

Duracell

¢ Nombre y direccion del fabricante:

Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

¢ La presente declaracion de conformidad se expide bajo la exclusiva responsabilidad del fabricante.
¢ Objeto de la declaracion:

Pila de botdn de cinc-aire - pilas para audifonos

¢ El objeto de la declaracion descrito anteriormente es conforme con la legislacién de armonizacion
pertinente de la Union y Otra legislacion de armonizacion de la Unién, cuando sea aplicable:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542

EC REACH Regulation (EC 1907/2006)
EU POP Regulation 2019/1021

Medical Regulation 2017/745 Clase |

¢ Referencias a las normas armonizadas pertinentes utilizadas o referencias a las otras especificaciones
técnicas en relacién con las cuales se declara la conformidad.

EN IEC 60086-1

EN IEC 60086-2

EN IEC 60086-5

(Firma): / %A]&UWC

/o . L .
(nombre, cargo): Milena Radisavljevic; Regulatory Affairs manager E&A
Firmado en nombre de: Duracell International Operations Sarl




Duracell International Operations Sar

D U RAC E L L® Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

italiano (it)

DICHIARAZIONE DI CONFORMITA UE

Modello n.,brand:

312

Numero di registrazione unico:BE-MF-000019835

UDI-DI di base:000394HABO1EF
Duracell

Nome e indirizzo del fabbricante:

Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

La presente dichiarazione di conformita & rilasciata sotto l'esclusiva responsabilita del fabbricante.

Oggetto della dichiarazione:

Pila a bottone zinco-aria - batterie per apparecchi acustici

L'oggetto della dichiarazione di cui sopra € conforme alla pertinente normativa di armonizzazione

dell'Unione e Se del caso, altre normative di armonizzazione dell'Unione:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542

EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 Clase |

¢ Riferimento alle pertinenti norme armonizzate utilizzate o riferimenti alle altre specifiche tecniche

in relazione alle quali & dichiarata la conformita.

EN IEC 60086-1

EN IEC 60086-2

EN IEC 60086-5

(Firma): / @MZ&UWC

(nome, funzione): Milena Radisavljevic; Regulatory Affairs manager E&A

Firmato a nome e per conto di: Duracell International Operations Sarl




® Duracell International Operations Sar
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

dansk (da)
EU-OVERENSSTEMMELSESERKLARING

o Model nr.,meerke:
312
Individuelt registreringsnummer:BE-MF-000019835
Grundlzeggende UDI-DI:000394HABO1EF

o Duracell

¢ Navn og adresse pa fabrikanten:
Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

¢ Denne overensstemmelseserklaering udstedes pa fabrikantens ansvar.

¢ Erkleeringens genstand:

Zink-luft knapcelle - Batterier til hgreapparater

¢ Genstanden for erklaeringen, som beskrevet ovenfor, er i overensstemmelse med den relevante
EU-harmoniseringslovgivning og Eventuelt anden EU-harmoniseringslovgivning:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542

EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 Klasse |

¢ Henvisninger til de relevante anvendte harmoniserede standarder eller henvisninger til de andre tekniske
specifikationer, som der erkleeres overensstemmelse med. Henvisninger angives med deres identifikation-
snummer og version og eventuelt udstedelsesdato:

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

(Underskrift): @Mo{ &ﬂéﬂﬁ(
/ /

(navn, stilling) (underskrift): Milena Radisavljevic; Regulatory Affairs manager E&A
Underskrevet for og pa vegne af:

Duracell International Operations Sarl



Duracell International Operations Sarl

®
D U RAC E L L Rue du Prée-de-la-Bichette 1, 1202 Geneva, Switzerland

eAAnvika (el)

AHAQZH ZYMMOP®Q2zHZ EE

ApiBu6G povtéAou, eutropikéd arjua:

312

Eviaiog apiBuég unrpwou :BE-MF-000019835

Baoikd UDI-DI:000394HABO1EF

Duracell

Ovopa kail 61eUBuvon TOU KOTAOKEUAOTH):

Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

H Trapoloa drAwan cupuop@wong ekBIOETaI UE ATTOKAEIOTIKI) €UBUVN TOU KOTOOKEUOOT).

AvTIKeipevo TnNG driAwong:

Mrmrarapia weudapyUpou-aépa - uTratapieg BondBnudTwy akong

O oT16X0G TNG dAAWONG TTOU TTEPIYPAPETAI TTAPATTAVW €ival GUPNPWVOG TTPOG TN OXETIKA EVWOIAKA

vopoBeaia evapudviong kal AAN evwaolakn vouoBeaia evapuoviong, KaTtd TrepIiTITwon

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542

EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 Kartnyopia |

AVOQOPEG OTA OXETIKA EVAPUOVIGUEVA TTPOTUTTA TTOU XPNCIKOTTOIOUVTAI 1] AVOQOPES OTIG

NOITTEG TEXVIKEG TTPOBIAYPAPEG OE GXECN ME TIG OTTOIEG ONAWVETAI N CUPPOPPWON.
EN IEC 60086-1

EN IEC 60086-2

EN IEC 60086-5

(uTroypaPn): / @ﬁé{&ﬂéﬁﬁ(

(6vopa, Béon): Milena Radisavljevic; Regulatory Affairs manager E&A

YTroypa@n yia Aoyapiaopé €€ Duracell International Operations Sarl

ovouaTog:



@ Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

francais (fr)

DECLARATION UE DE CONFORMITE

e numéro de modéle,marque:
312
Numéro d'enregistrement unique:BE-MF-000019835
Basic UDI-DI :000394HABO1EF
Duracell

e Nom et adresse du fabricant:

Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e La présente déclaration de conformité est établie sous la seule responsabilité du fabricant.

e Objet de la déclaration:

Pile bouton zinc-air - piles pour appareils auditifs

L'objet de la déclaration décrit ci-dessus est conforme a la Iégislation d'harmonisation de I'Union applicable
et Autres législations d'harmonisation de I'Union, s'il y a lieu:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 Classe |

e Références des normes harmonisées pertinentes appliquées ou des autres spécifications techniques
par rapport auxquelles la conformité est déclarée.

EN IEC 60086-1

EN IEC 60086-2

EN IEC 60086-5

(Signature): /@JJ JWWC

(nom, fonction): Milena Radisavljevic; Regulatory Affairs manager E&A
Signé par et au nom de: Duracell International Operations Sarl




® Duracell International Operations Sar
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

latvieSu valoda (Iv)

ES ATBILSTIBAS DEKLARACIJA

¢ Modela Nr.,brand:
312

Unikalus registracijos numeris: BE-MF-000019835

Bazinis UDI-DI: 000394HABO1EF
Duracell

¢ Razotaja nosaukums un adrese:

Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

« ST atbilstibas deklaracija ir izdota vienigi uz $ada razotaja atbildibu.

¢ Deklaracijas priekSmets:
Cinka gaisa podzinelementu - dzirdes aparatu baterijas

 lepriek$ aprakstitais deklaracijas priekS3mets atbilst attiecigajam Savienibas saskanotajam tiesibu aktam
un Citam Savienibas saskanotajam tiesibu aktam, ja piemérojams

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 Klasé |

¢ Atsauces uz attiecigajiem izmantojamiem saskanotajiem standartiem vai uz citam tehniskajam specifikacijam,
attieciba uz ko tiek deklaréta atbilstiba.

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

(Paraksts): @@Af &yét’{/C

/
(vards, uzvards, amats): Milena Radisavljevic; Regulatory Affairs manager E&A
Parakstits $adas personas vards: ~ Duracell International Operations Sarl




Duracell International Operations Sarl

®
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

lietuviy kalba (It)
ES ATITIKTIES DEKLARACIJA

¢ Modelio N r., Prekés Zenklas:
312
Vienotais registracijas numurs: BE-MF-000019835

Pamata UDI-DI: 000394HABO1EF
Duracell

¢ Gamintojo arba jo jgaliotojo atstovo pavadinimas ir adresas:

Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

o Si atitikties deklaracija i§duota tik gamintojo atsakomybe.

¢ Deklaracijos objektas:
Cinko oro mygtuko elementas - Baterijos klausos aparatams

Pirmiau aprasSytas deklaracijos objektas atitinka susijusius derinamuosius Sgjungos teisés aktus ir kitus derinamuosius
Sajungos teisés aktus, jeigu taikoma.

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 Klase |

* Nuorodos j susijusius taikytus darniuosius standartus arba kitas technines specifikacijas, pagal kurias
buvo deklaruota atitiktis.
EN IEC 60086-1

EN IEC 60086-2
EN IEC 60086-5

(Parasas): / @Mf A éﬁ/(

(vardas ir pavardé, pareigos): Milena Radisavljevic; Regulatory Affairs manager E&A

Uz kg ir kieno vardu pasirasyta: ~ Duracell International Operations Sarl




Duracell International Operations Sar

®
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

Nederlands (nl)
EU-CONFORMITEITSVERKLARING

e Model nr.,Merk:

312
Uniek registratienummer: BE-MF-000019835

Basis UDI-DI:000394HABO1EF

Duracell

e Naam en adres van de fabrikant:

Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

o Deze conformiteitsverklaring wordt afgegeven onder volledige verantwoordelijkheid van de fabrikant.

e Voorwerp van de verklaring:

Zink-luchtknoopcelbatterijen - voor gehoorapparaten

¢ Het hierboven beschreven voorwerp van de verklaring is in overeenstemming met de desbetreffende
harmonisatiewetgeving van de Unie en andere harmonisatiewetgeving van de Unie, indien van toepassing:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542

EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021
Medical Regulation 2017/745 Klase |

e Vermelding van de toegepaste relevante geharmoniseerde normen of van de andere technische specificaties

waarop de conformiteitsverklaring betrekking heeft.
EN IEC 60086-1

EN IEC 60086-2
EN IEC 60086-5

(Handtekening): @M ¥ &WWC
7

Milena Radisavljevic; Regulatory Affairs manager E&A
Duracell International Operations Sarl

(naam, functie):
Ondertekend voor en namens:




® Duracell International Operations Sar
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

Romaéna (ro)

DECLARATIA UE DE CONFORMITATE

e Numar m odel, marca:
312
Numar unic de nregistrare: BE-MF-000019835
UDI-DI de baza :000394HABO1EF

Duracell

e Denumirea si adresa producatorului:

Duracell International Operations Sarl
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

¢ Prezenta declaratie de conformitate este emisa pe raspunderea exclusiva a producatorului.

o Obiectul declaratiei:
Baterie tip buton zinc-aer - baterii pentru aparate auditive

¢ Obiectul declaratiei descris mai sus este in conformitate cu legislatia relevanta de armonizare a Uniunii:

si Dupa caz, alte acte din legislatia de armonizare a Uniunii

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021
Medical Regulation 2017/745 Clasa |

o Trimiterile la standardele armonizate relevante folosite sau trimiterile la alte specificatii tehnice n legatura

cu care se declara conformitatea.

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

(Semnatura): /@ﬁféﬁ[ &”WC

(numele, functia) : Milena Radisavljevic; Regulatory Affairs manager E&A
Duracell International Operations Sarl

Semnat pentru si in numele:




® Duracell International Operations Sarl
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

Suomi (fi)
EU-VAATIMUSTENMUKAISUUSVAKUUTUS

e Malli nro.,merkki:
312
Rekisterinumero: BE-MF-000019835
Yksilollinen UDI-DI-tunniste: 000394HABO1EF
Duracell

o Valmistajan nimi ja osoite:
Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e Tama vaatimustenmukaisuusvakuutus on annettu valmistajan yksinomaisella vastuulla.

¢ Vakuutuksen kohde:
limasinkkinappiparisto - kuulolaitteiden paristot

o Edelld kuvattu vakuutuksen kohde on asiaa koskevan unionin yndenmukaistamislainsdadannoén vaatimusten
mukainen ja Muu unionin yhdenmukaistamissaados (tapauksen mukaan):

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542

EC REACH Regulation (EC 1907/2006)
EU POP Regulation 2019/1021
Medical Regulation 2017/745 Luokka |

e Viittaus niihin asiaankuuluviin yhdenmukaistettuihin standardeihin, joita on kaytetty, tai viittaus muihin
teknisiin eritelmiin, joiden perusteella vaatimustenmukaisuusvakuutus on annettu.
EN IEC 60086-1

EN IEC 60086-2
EN IEC 60086-5

(allekirjoitus): /. @M/ (;Myét’{ﬁf

(nimi, tehtava): Milena Radisavljevic; Regulatory Affairs manager E&A

Seuraavan puolesta allekirjoittanut: Duracell International Operations Sarl




® Duracell International Operations Sar
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

magyar (hu)
EU-MEGFELELOSEGI NYILATKOZAT

¢ Modellazonosito,marka:
312
Egyedi regisztraciés szam: BE-MF-000019835
Alapveté UDI-DI: 000394HABO1EF
Duracell

o A gyart6 neve és cime: Duracell
International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

o Ezt a megfeleléségi nyilatkozatot a gyarté kizardlagos felel6ssége mellett adjak ki.
o A nyilatkozat targya:

Cink-levegd gombelem - hallékészilék-elemek

o A fentismertetett nyilatkozat targya megfelel a vonatkozo unios harmonizacios jogszabalyoknak és adott esetben
egyéb unioés harmonizacios jogszabaly

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 |. osztaly

® Az alkalmazott harmonizalt szabvanyokra valé hivatkozas vagy az azokra az egyéb miiszaki eléirasokra
valo hivatkozas, amelyekkel kapcsolatban megfeleléségi nyilatkozatot tetteké.

EN IEC 60086-1
EN |IEC 60086-2

EN IEC 60086-5

%ﬁgw@c

Milena Radisavljevic; Regulatory Affairs manager E&A
Duracell International Operations Sarl

(alairas):

/,

(név, beosztas):

nevében megbizdsabdl irtak ala:



o Duracell International COperations Sar
Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

polski (pl)
DEKLARACJA ZGODNOSCI UE

¢ Nazwa modelu,Marka:
312
Pojedynczy numer rejestracyjny: BE-MF-000019835
Podstawowy UDI-DI: 000394HABO1EF
Duracell

e Nazwa i adres producenta:
Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

¢ Niniejszg deklaracje zgodnosci wydaje sie na wytgczng odpowiedzialnos¢ producenta.

o Przedmiot deklarac;ji:

Bateria stuchowa cynkowa

¢ Wymieniony powyzej przedmiot niniejszej deklaracji jest zgodny z odnosnymi wymaganiami unijnego
prawodawstwa harmonizacyjnego i innym unijnym prawodawstwem harmonizacyjnym, w stosownych przypadkach:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021
Medical Regulation 2017/745 Klasa |

¢ Odwotania do odnosnych norm zharmonizowanych, ktére zastosowano, lub do innych
specyfikacji technicznych,w stosunku do ktérych deklarowana jest zgodnosc¢.

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

(podpis): /@MJ JWWC

(imie i nazwisko, stanowisko):  Milena Radisavljevic; Regulatory Affairs manager E&A
Podpisano w imieniu: Duracell International Operations Sarl




® Duracell International Operations Sar
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

slovencéina (sk)

EU VYHLASENIE O ZHODE

« Cislo modelu,brand:
312
Jediné registracné €islo: BE-MF-000019835
Zakladny UDI-DI: 000394HABO1EF

Duracell

e Meno a adresa vyrobcu:
Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e Toto vyhlasenie o zhode sa vydava na vyhradnu zodpovednost’ vyrobcu.

o Predmet vyhlasenia:

Zinkovo-vzduchova gombikova batéria - Batérie do nacuvacich pristrojov

« Uvedeny predmet vyhlasenia je v zhode s prislu$nymi harmoniza&nymi pravnymi predpismi Unie a Pripadne
dal$ie harmoniza&né pravne predpisy Unie:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 Trieda |

e Odkazy na prislusné pouzité harmonizované normy alebo odkazy na iné technické Specifikacie, v suvislosti s
ktorymi sa zhoda vyhlasuje.

EN IEC 60086-1

EN IEC 60086-2

EN IEC 60086-5

(podpis): @MJAUWC

(meno, funkcia): Milena Radisavljevic; Regulatory Affairs manager E&A
Podpisané za a v mene:

Duracell International Operations Sarl




® Duracell International Operations Sar
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

svenska (sv)

EU-FORSAKRAN OM OVERENSSTAMMELSE

e Modell nr.,varumarke:
312
Eudamed-registreringsnummer: BE-MF-000019835

Grundlaggande UDI-DI: 000394HABO1EF
Duracell

e Namn pa och adress till tillverkaren:
Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e Denna forsdkran om dverensstammelse utfardas pa tillverkarens eget
ansvar.

e Foremal for forsakran:
Zink-luft-knappcell - batterier for hdrapparater

o Foremalet for forsakran ovan 6verensstammer med den relevanta unionslagstiftningen om harmonisering och Annan
harmoniserad unionslagstiftning i forekommande fall

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021
Medical Regulation 2017/745 Klass |

e Hanvisningar till de relevanta harmoniserade standarder som anvants eller hanvisningar till andra tekniska

specifikationer enligt vilka 6verensstammelsen férsakras.

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

Sk
/,;@Méwc

(namn, befattning): Milena Radisavljevic; Regulatory Affairs manager E&A

Undertecknat for: Duracell International Operations Sarl

(namnteckning):




Duracell International Operations Sarl

D U RAC E L L® Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

Malti (mt)
DIKJARAZZJONI TA' KONFORMITA TAL-UE

¢ |I-mudell Nru.,marka:
312
Numru ta' registrazzjoni uniku: BE-MF-000019835
UDI-DI Baziku : 000394HABO1EF
Duracell

e L-isem u l-indirizz tal-manifattur:
Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

o Din id-dikjarazzjoni tal-konformita tinhareg taht ir-responsabbilta unika tal-manifattur.

o L-ghan tad-dikjarazzjoni:

Cellula tal-buttuna tal-arja taz-zingu - batteriji ghall-apparat akustiku

 L-ghan tad-dikjarazzjoni deskritt hawn fug huwa konformi mal-legizlazzjoni ta' armonizzazzjoni rilevanti tal
-Unjon u Legizlazzjoni dwar I-armonizzazzjoni ohra tal-Unjoni meta tkun applikabbli
EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)
EU POP Regulation 2019/1021
Medical Regulation 2017/745 Klassi |

o Ir-referenzi ghall-istandards armonizzati rilevanti li ntuzaw, jew ir-referenzi ghall-ispecifikazzjonijiet teknici
I-ohrajn li skonthom qed tigi ddikjarata I-konformita.

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

il dyaiore

(isem, funzjoni): Milena Radisavljevic; Regulatory Affairs manager E&A

(firma):

Iffirmat ghal u fisem: Duracell International Operations Sarl




Duracell International Operations Sar

®
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

portugués (pt)
DECLARAGAO UE DE CONFORMIDADE

e Modelo N°.,marca:

312

Numero de identificagdo unico BE-MF-000019835
Basico UDI-DI: 000394HABO1EF

Duracell

¢ Nome e endereco do fabricante:
Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

¢ A presente declaracdo de conformidade é emitida sob a exclusiva responsabilidade do fabricante.

¢ Objeto da declaragéo:
Pilha-botao de zinco-ar - pilhas para aparelho auditivo

e Objeto da declaragao acima mencionada esta em conformidade com a legislagdo de harmonizagéo da Uniédo
aplicavel, Outra legislagdo de harmonizagao da Unido, se aplicavel:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542
EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021
Medical Regulation 2017/745 Categoria |

o Referéncias as normas harmonizadas aplicaveis utilizadas ou as outras especificagcdes técnicas em

relagdo as quais a conformidade é declarada.

EN IEC 60086-1
EN IEC 60086-2
EN IEC 60086-5

/ %Zﬂyéfzﬁc

Milena Radisavljevic; Regulatory Affairs manager E&A

(assinatura):
(nome, cargo) :
Assinado por e em nome de: Duracell International Operations Sarl




Duracell International Operations Sarl

®
D U RAC E L L Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

slovensgéina (sl)

IZJAVA EU O SKLADNOSTI

e Oznaka modela,brand:

312

Enotna registrska Stevilka: BE-MF-000019835
Osnovni UDI-DI: 000394HABO1EF

Duracell

¢ Ime in naslov proizvajalca:
Duracell International Operations Sarl

Rue du Pré-de-la-Bichette 1, 1202 Geneva, Switzerland

e Za izdajo te izjave o skladnosti je odgovoren izkljuéno proizvajalec.

o Predmet izjave:

Cink-zracna gumbasta celi¢na - baterija za sluSne aparate

o Predmet navedene izjave je v skladu z ustrezno zakonodajo Unije o harmonizaciji in Po potrebi z drugo
zakonodajo Unije o harmonizaciji:

EU Battery Directive 2006/66 and Amendment 2013/56 EU & EU Battery Regulation 2023/1542

EC REACH Regulation (EC 1907/2006)

EU POP Regulation 2019/1021

Medical Regulation 2017/745 Razred |

e Sklicevanja na uporabljene harmonizirane standarde ali sklicevanja na druge tehni¢ne specifikacije v zvezi
s skladnostjo, ki je navedena v izjavi.

EN IEC 60086-1

EN IEC 60086-2

EN IEC 60086-5

(podpis): ,%/gayémc

(ime, funkcija): Milena Radisavljevic; Regulatory Affairs manager E&A

Podpisano za in v imenu: Duracell International Operations Sarl




	EU DECLARATION OF CONFORMITY
	UK DECLARATION OF CONFORMITY

	ЕС ДЕКЛАРАЦИЯ ЗА СЪОТВЕТСТВИЕ
	Hrvatski (hr)

	EU IZJAVA O SUKLADNOSTI
	čeština (cs)

	EU PROHLÁŠENÍ O SHODĚ
	ELI VASTAVUSDEKLARATSIOON
	DECLARACIÓN UE DE CONFORMIDAD
	DICHIARAZIONE DI CONFORMITÀ UE
	EU-OVERENSSTEMMELSESERKLÆRING
	ΔΗΛΩΣΗ ΣΥΜΜΟΡΦΩΣΗΣ ΕΕ
	DECLARATION UE DE CONFORMITE
	ES ATBILSTĪBAS DEKLARĀCIJA
	ES ATITIKTIES DEKLARACIJA
	EU-CONFORMITEITSVERKLARING
	DECLARAȚIA UE DE CONFORMITATE
	EU-VAATIMUSTENMUKAISUUSVAKUUTUS
	EU-MEGFELELŐSÉGI NYILATKOZAT
	DEKLARACJA ZGODNOŚCI UE
	EÚ VYHLÁSENIE O ZHODE
	EU-FÖRSÄKRAN OM ÖVERENSSTÄMMELSE
	DIKJARAZZJONI TA' KONFORMITÀ TAL-UE
	DECLARAÇÃO UE DE CONFORMIDADE
	IZJAVA EU O SKLADNOSTI



