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Manufacturer's Name: Medela AG

(Name des Herstellers / Nom du fabricant / Nome del produttore / Naam fabrikant / Nombre del fabricante / Nome do
fabricante | Emwvupia karaokevaoth / Denumirea producatorului / Naziv proizvodaca | Naziv proizvajalca | Nazwa pro-
ducenta / Meno vyrobcu | A gyarté neve / Gamintojo pavadinimas / Razotaja nosaukums / Tootja nimi / Jméno vyrobce /
Wme Ha npoussogutens | Hazeanue npounzsogutens / Tillverkarens namn | Producentens navn / Produsentens navn /
Valmistajan nimi)

Business Address: Lattichstrasse 4b, 6340 Baar, Switzerland

(Geschaftsadresse | Adresse commerciale / Indirizzo aziendale / Vestigingsadres / Direccion de la empresa [ Enderego
commercial / AieGBuvon emixeipnong / Adresa comerciala | Poslovna adresa / Naslov podjetja / Adres firmy / Miesto pod-
nikania/ Székhely | Veiklos adresas / Uznémuma adrese | Ettevotte aadress / Sidlo / Aapec Ha komnanusTa / FOpuanyeckuii
appec | Foretagsadress / Virksomhedsadresse [ Selskapets adresse [ Yrityksen osoite)

We declare under our sole responsibility, that the following product(s) is (are) in conformity with the requirements of the below
mentioned European directives/regulations and harmonized standards.

Wir erklaren in eigener Verantwortung, dass die folgenden Produkte den nachstehenden europaischen Richtlinien und harmoni-
sierten Normen entsprechen.

Nous déclarons, sous notre unique responsabilité, que les produits suivants sont conformes aux directives européennes et normes
harmonisées mentionnées ci-dessous.

Dichiariamo sotto la nostra esclusiva responsabilita che i seguenti prodotti sono conformi alle direttive europee e alle norme ar-
monizzate di seguito menzionate.

Wij verklaren onder onze eigen verantwoordelijkheid dat de volgende producten in overeenstemming zijn met de hieronder ge-
noemde Europese richtlijnen en geharmoniseerde normen.

Declaramos, bajo nuestra responsabilidad, que los siguientes productos se ajustan a las directivas europeas y las normas armo-
nizadas mencionadas mas abajo.

Declaramos sob nossa exclusiva responsabilidade, que os seguintes produtos estdo em conformidade com as diretivas e as
normas harmonizadas europeias mencionadas abaixo.

Anhuvoupe pe amokAeIoTIKG Bk} pag euBlvn 611 To(Ta) akoAouBo(-a) TPoIoV(-Ta) Eival GE CUPPOPPWOT| LE TIC ATIAITOEIS TWY
KaTwd avagepopevwy odnyiwv/kavoviouwy e EE kal evappovigpévwy TpoTumwy.
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Declaram pe propria raspundere c& urmétorul (urmétoarele) produs(e) este (sunt) in conformitate cu cerintele
directivelor/regulamentelor europene si standardelor armonizate mentionate mai jos.

Izjavljujemo pod svojom iskljucivom odgovorno3cu da sliedeci proizvodi ispunjavaju zahtieve Europskih direktiva/propisa i
uskladenih normi navedenih u nastavku.

Na lastno odgovornost izjavljamo, da naslednji izdelki izpolnjujejo zahteve spodaj navedenih evropskih direktiv/ipredpisov in
usklajenih standardov.

Na wylaczng odpowiedzialno$¢ producenta oswiadcza sie, Ze opisany/-e produki(y) jest/sa zgodnyl-e z wymaganiami
wymienionych ponizej europejskich dyrektyw/rozporzadzen oraz norm zharmonizowanych.

smernic/nariadeni a harmonizovanych noriem.

Kizarolagos feleldsségiinkre kijelentjiik, hogy a kdvetkezd termék(ek) megfelel(nek) az alabb emlitett europai iranyelvek/rendeletek
és harmonizalt szabvanyok kévetelményeinek.

Mes atsakingai pareiskiame, kad Sis(-ie) gaminys(-iai) atitinka toliau minéty Europos direktyvy/reglamenty ir suderintyjy standarty
reikalavimus.

Uznemoties pilnu atbildibu, més pazinojam, ka talak minétais(-ie) izstradajums(-i) atbilst prasibam, kas izklastitas talak minétajas
Eiropas direkfivas/regulas un harmonizétajos standartos.

Kéesolevaga kinnitame omal vastutusel, et jargmine/jargmised toodeftooted vastabl/vastavad allpool mainitud Euroopa
direktiivide/maéaruste ja Ghtlustatud standardite nduetele.

Na vlastni odpovédnost prohlasujeme, Ze nasledujici produkty splfiuji pozadavky nize uvedenych evropskych smérnic/nafizeni a
harmonizovanych norem.

Hexnapipame e[MHCTBEHO Ha Hallla OTFOBOPHOCT, Y& CNeaHUAT(Te) NpoayKT(M) CbOTBETCTBA(T) Ha M3UCKBAHMATA HA NOCOYEHNTE
Nno-A0NY eBpONEeckA AUPEKTUB/PETNAMEHTH 1 XapMOHU3VPaHWU CTaHAaPTH.

Ml 3asensieM nop Halwy WCKMIOYUTENBHYIO OTBETCTBEHHOCTb, YTO HIDKEMEPEYWCIIEHHAs NPOAYKUWS COOTBETCTBYIOT
HVDKEYNOMAHYTLIM AMPEKTVBAM M COrMacoBaHHbIM cTaHpapTam EC.

Vi forsékrar pa eget ansvar att foljande produkter &r Gverensstmmande med nedan angivna europeiska direktiv och
harmoniserade standarder.

Vi erkleerer under eget ansvar, at felgende produkter er i overensstemmelse med nedenstaende europeeiske direktiver og
harmoniserede standarder.

Vi erklzerer under eneansvar at felgende produkter er i overensstemmelse med EU-direktivene og de harmoniserte standardene
som er angitt nedenfor.
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Tama vaatimustenmukaisuusvakuutus on annettu valmistajan yksinomaisella vastuulla. Seuraavassa kuvatut tuotteet ovat
mainittujen Euroopan unionin direktiivien/asetusten ja yndenmukaistettujen standardien vaatimusten mukaisia.

Product(s):

(Produkt(e) / Produit(s) / Prodotto(i) / Product(en) / Producto(s) / Produto(s) / Mpoidv(ta) / Produs(e) / Proizvod(i) /
Produkt(y) / Produkt(y) / Izdelek(lzdelki) /| Termék(ek) / Gaminys(iai) | lzstradajums(i) /| Toode(Tooted) | Produkt(y) /
Mpoaykr(u) I NpoaykT(Mpoaykuwus) | Produkt(er) / Produkt(er) / Produkt(er) / Tuote(Tuotteet))

Article No. Product Model Serial No.
101041102 Solo basic article n/a
101041103 Solo Smart Edition basic article n/a
101041104 Swing Maxi basic article n/a
101041105 Swing Maxi Smart Edition basic article n/a
101041135 Solo Single Electric Breast Pump (EN (AUS)) All serial no.
101041608 Solo Single Electric Breast Pump (DE FR IT) All serial no.
101041610 Solo Single Electric Breast Pump (NL FR DE AR) All serial no.
101041612 Solo Single Electric Breast Pump (ES PT EN EL) All serial no.
101041614 Solo Single Electric Breast Pump (EN PL TR CS) All serial no.
101041928 Solo Single Electric Breast Pump (EN PL TR CS India) All serial no.
101041620 Solo Single Electric Breast Pump (EN EL) All serial no.
101041623 Solo Single Electric Breast Pump (EN JA TW) All serial no.
101041926 Solo Single Electric Breast Pump (SV DA NO FI) All serial no.
101041616 Solo Single Electric Breast Pump (EN ZH) All serial no.
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101041930 Solo Single Electric Breast Pump Smart Edition (EN ZH) All serial no.
101041136 Swing Maxi Double Electric Breast Pump (EN (AUS)) All serial no.
101043309 Swing Maxi Double Electric Breast Pump Smart Edition (EN (AUS)) All serial no.
101041609 Swing Maxi Double Electric Breast Pump (DE FR IT) All serial no.
101041611 Swing Maxi Double Electric Breast Pump (NL FR DE AR) All serial no.
101041613 Swing Maxi Double Electric Breast Pump (ES PT EN EL) All serial no.
101041615 Swing Maxi Double Electric Breast Pump (EN PL TR CS) All serial no.
101041929 Swing Maxi Double Electric Breast Pump (EN PL TR CS India) All serial no.
101041621 Swing Maxi Double Electric Breast Pump (EN EL) All serial no.
101041622 Swing Maxi Double Electric Breast Pump (EN JA TW) All serial no.
101041927 Swing Maxi Double Electric Breast Pump (SV DA NO Fl) All serial no.
101041931 Swing Maxi Double Electric Breast Pump Smart Edition (EN ZH) All serial no.
101041932 EE‘»E\‘.gIr;% )NEET\II gal.)lble Electric Breast Pump Smart Limited Edition e r—
101043410 ?uwriggolj\i:x(iE[Lo;tl)_I{l)a Electric Breast Pump Smart Limited Edition Sl A fio

Applicable directivesiregulations:

(Anwendbare Richtlinien/Vorschriften | Directives/réglementations applicables / Direttivelregolamenti applicabili /
Toepasselijke richtlijnen/verordeningen / Directivasinormativas aplicables / Diretivas/regulamentos aplicaveis /
E@appootéeg odnyieg/kavoviopoi | Directivelregulamente aplicabile | Primjenjive direktivelpropisi | Veljavne
direktivelpredpisi | Odnosne dyrektywylrozporzadzenia /| Platné smernice/nariadenia | Alkalmazandé
iranyelveki/rendeletek | Taikomos direktyvosireglamentai | Piemérojamas direktivasiregulas | Kohalduvad
direktiividimaarused | Platné smérnice/nafizeni | Tpunoxumn aupextuBulpernamedty | [puMeHnMble
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AnpekTusbi/inoctaHoBnenua [ Tillampliga standarder/forordningar / Galdende direktiveriregulativer /| Gjeldende
direktiver/reguleringer / Sovellettavat direktiivit/asetukset)

Reference EU Directives/Regulations

2014/35/EU Directive regarding making available on the market of electrical equipment designed for use within certain
voltage limits, known as Low Voltage Directive (LVD)

2014/30/EU D!rect!ve relating to electromagnetic compatibility, known as Electromagnetic Compatibility (EMC)
Directive

2011/65/EU Restriction of use of certain Hazardous Substances in electrical and elecfronic equipment Directive
(RoHS)

2015/863/EU Commission Delegated Directive amending Annex |l to Directive 2011/65/EU of the European Parliament
and of the Council as regards the list of restricted substances

2012/19/EU Waste of Electrical and Electronic Equipment (WEEE) Directive

2006/66/EC Batteries and accumulators and waste batteries and accumulators Directive
Directive 2013/56/EU of the European Parliament and of the Council of 20 November 2013 amending
Directive 2006/66/EC of the European Parliament and of the Council on batteries and accumulators and

2013/56/EU waste batteries and accumulators as regards the placing on the market of portable batteries and
accumulators containing cadmium intended for use in cordless power tools, and of button cells with low
mercury content, and repealing Commission Decision 2009/603/EC

1907/2006/EC Regulation concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)

DGR Dangerous Goods Regulation

2001/95/EC General Product Safety Directive (GPSD)
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Applied Harmonized Standards:

(Anwendbare harmonisierte Normen / Normes harmonisées appliquées / Norme armonizzate applicabili / Toegepaste
geharmoniseerde normen / Normas armonizadas aplicadas / Normas harmonizadas aplicadas | E@appol6peva
evappoviopéva mpotuma | Standarde armonizate aplicate / Primijenjene uskladene norme / Uporabljani usklajeni
standardi / Odno$ne normy zharmonizowane / Platné harmonizované normy / Alkalmazand6 harmonizalt szabvanyok /
Taikomi suderintieji standartai / Piemérojamie harmonizétie standarti / Rakendatud ihtlustatud standardid / Platné
harmonizované normy /| lMpunoXuMu XapmoHusupaHm craHpapt | MNpuMeHWMble cornacoBaHHbie cTaHaapThbl |
Tillimpade harmoniserade standarder /| Galdende harmoniserede standarder | Anvendte harmoniserte standarder /

Sovelletut yhdenmukaistetut standardit)

Reference

Name

EN 60335-1:2012+A2:2019

Household and similar electrical appliances - Safety - Part 1: General
requirements

EN 55014-1:2017

Electromagnetic compatibility - Requirements for household appliances, electric
tools and similar apparatus - Part 1: Emission

EN 55014- Electromagnetic compatibility - Requirements for household appliances, electric
2:1997/AC:1997/A1:2001/A2:2008 tools and similar apparatus - Part 2: Immunity - Product family standard
EN 55032:2015 Electromagnetic compatibility of multimedia equipment. Emission Requirements
EN 55035:2017 Electromagnetic compatibility of multimedia equipment — Immunity Requirements
EN 61000-3-2:2014 Elect.romagr?elic compatibility limits - Limits for harmonic current emissions
(equipment input current <16 A per phase)
Electromagnetic compatibility limits - Limitation of voltage changes, voltage
EN 61000-3-3:2013 fluctuations and flicker in public low-voltage supply systems, for equipment with

rated current =16 A per phase and not subject to conditional connection

EN 61000-6-1:2007

Electromagnetic compatibility (EMC) - Part 6-1: Generic standards - Immunity
standard for residential, commercial and light-industrial environments
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Electromagnetic compatibility (EMC) - Part 6-3: Generic standards - Emission

EN 61000-6- 3:2007/A1:2011/AC:2012 standard for residential, commercial and light-industrial environments

EN IEC 61558-1:2019 Safety‘ of transforme_rs, reactors, power supply units and combinations thereof -
Part 1: General requirements and tests

Safety of transformers, reactors, power supplies, reactors and similar products for
EN 61558-2-16:2009/A1:2013 supply voltages up to 1100 V Part 2: Particular requirements and tests for switch
mode power supply units and transformers for switch mode power supply units

EN . :
60529:1991/AC-1993/A1:2000/A2:2013 Degrees of protection provided by enclosures (IP Code)

‘ Technical documentation for the assessment of electrical and electronic products
Bl (Eat0tp with respect to the restriction of hazardous substances

The product(s) is (are) developed and produced under a quality scheme in conformity with ISO 13485.

Die Produkte werden dem 1SO 13485:2016 Qualitatsmanagementsystem entsprechend entwickelt und produziert.

Les produits sont congus et fabriqués selon une démarche qualité conforme a la norme 1SO 13485:2016.

| prodotti sono sviluppati e realizzati secondo un sistema di qualita conforme alla norma ISO 13485:2016.

De producten worden ontwikkeld en geproduceerd in het kader van een kwaliteitsregeling in overeenstemming met 1SO
13485:2016.

Los productos se desarrollan y fabrican siguiendo un programa de calidad conforme con lo establecido en la norma
ISO 13485:2016.

Os produtos sdo desenvolvidos e produzidos de acordo com um regime de qualidade em conformidade com a 1SO 13485:2016.
To(Ta) mpoidv(ra) avamriooeral(ovial) kal Tapayerai(ovial) oTo TAQICI0 CUGTAPATOG TIOIGTNTAS TTOU Eival OE CUPPOPQWOT HE
10 RoTUTIO ISO 13485,

Produsul (Produsele) este (sunt) dezvoltate si fabricate conform unei scheme a calitatii in conformitate cu 1SO 13485.

Ti se proizvodi razvijaju i proizvode prema sustavu upravljanja kvalitetom u skladu s normom ISO 13485.

Izdelki so razviti in izdelani v okviru sheme kakovosti v skladu s standardom ISO 13485,

Produkt(y) jest/sg opracowane i wyprodukowane zgodnie z systemem zapewnienia jakosci zgodnym z ISO 13485,

Viyrabky boli vyvinuté a vyrobené podla systému kvality v stlade s normou I1SO 13485,
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A terméke(ke)t az 1SO 13485 szabvanynak megfelelé mindségbiztositasi rendszer alapjan fejlesztették és gyartottak.
Gaminys(-iai) sukurtas(-i) ir pagamintas(-i) pagal ISO 13485 reikalavimus atitinkantj kokybés plana,

Izstradajums(-i) tiek izstradats(-i) un raZots(-i) saskana ar standarta ISO 13485 kvalitates prasibam.

Toode/tooted on arendatud ja toodetud kooskélas standardi 1SO 13485 kvaliteedikavaga.

Produkty jsou vyvijeny a vyrabény v ramci systému kvality v souladu s normou 1SO 13485.

MpopykTbT(MTE) € (ca) paspaboTeH(v) 1 NponseeneH(M) No Cxema 3a kayecTBo, CboTBETCTBALLA Ha ISO 13485.
PaspaboTka W Bbinyck NPOAYKUMM PErynupyioTcs nporpamMmoil obecrieyeHus KavyecTea B COOTBETCTBUW CO CTAHAAPTOM
ISO 13485:2016.

Produkterna &r utvecklade och fillverkade enligt ett kvalitetsinitiativ | dverensstammelse med ISO 13485:2016.
Produkterne er udviklet og produceret under en kvalitetsordning i overensstemmelse med 1SO 13485:2016.
Produktene er utviklet og produsert under kvalitetskonfroll i samsvar med ISO 13485:2016.

Tuote(Tuotteet) on (ovat) suunniteltu ja vaimistettu SO 13485 -laatujérjestelmastandardin vaatimusten mukaisesti.

This declaration of conformity is valid until: 2023-12-02

(Diese Konformitétserkldrung ist giiltig bis / Cette déclaration de conformité est valable jusqu'au / La presente dichiara-
zione di conformita & valida fino al / Deze verklaring van overeenstemming is geldig tot / La presente declaracién de
conformidad es vélida hasta | Esta declaragdo de conformidade é valida até | H mapoUoa AfAwon Zuppdppwong ioxuel
éwg [ Declaratia de conformitate este valabila pana la | Ova izjava o sukladnosti vrijedi do | Ta izjava o skladnosti je
veljavna do [ Ponizsza deklaracja zgodnosci jest wazna do / Toto vyhlasenie o zhode je platné do / A megfeleléségi
nyilatkozat érvényessége / Si atitikties deklaracija galioja iki / $is atbilstibas deklaracijas deriguma terminé | Kaesolev
vastavusdeklaratsioon kehtib kuni / Toto prohlaseni o shodé plati do / Hactoswara geknapauus 3a cbOTBeTCTBME €
BanuaHa no [ [laHHan Aexnapauus cooTBeTCTBMA AercTBUTENLHA Ao / Denna deklaration om dverensstimmelse géller
till /| Denne overensstemmelseserklaering er gyldig indtil / Denne samsvarserklzringen gjelder til / Vaatimus-
tenmukaisuusvakuutuksen voimassaoloaika saakka)

Authorised Signatories:
(Unterschriftsberechtigte / Signataires autorisés | Firmatari autorizzati /| Gemachtigde ondertekenaars / Firmantes au-
torizados | Signatéarios autorizados / ESoucioBotnpévor uroypagovres /| Semnatari autorizati / Ovlasteni potpisnici /
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medela +;
EU DECLARATION OF CONFORMITY

EU-KONFORMITATSERKLARUNG
DECLARATION DE CONFORMITE EUROPEENNE
DICHIARAZIONE DI CONFORMITA UE
EU-VERKLARING VAN OVEREENSTEMMING
DECLARACION DE CONFORMIDAD UE
DECLARAGAO UE DE CONFORMIDADE
AHAQIH EYMMOP®QEHE EE
DECLARATIE DE CONFORMITATE UE
EU IZJAVA O SUKLADNOSTI
IZJAVA O SKLADNOSTI EU
EUROPEJSKA DEKLARACJA ZGODNOSCI
VYHLASENIE O ZHODE EU
EU MEGFELELOSEGI NYILATKOZAT
ES ATITIKTIES DEKLARACIJA
ES ATBILSTIBAS DEKLARACIJA
EL-i VASTAVUSDEKLARATSIOON
PROHLASENI O SHODE EU
EC JEKNAPALIYSA 3A CbOTBETCTBUE
AEKNAPALUA COOTBETCTBUSA EC
EU-FORSAKRAN OM OVERENSSTAMMELSE
EU OVERENSSTEMMELSESERKLERING
EU-SAMSVARSERKLZERING
EU-VAATIMUSTENMUKAISUUSVAKUUTUS

Pooblasceni podpisniki / Sygnatariusze | Opravnené osoby s podpisovym pravom / Meghatalmazott alairok / |galiotieji
pasiraSyti asmenys / Pilnvarotie parakstitaji / Volitatud allakirjutajad /| Podpisy opravnénych osob / YanHomouenu nuua

| Nopnuou ynonHomoueHHbix nu / Auktoriserade undertecknare / Autoriserede signatarer / Autoriserte underskrivere /
Valmistajan/puolesta allekirjoittanut) g /
Lﬁ“ ‘:—\—/J\-)/Z' - L‘-\ - {,"
L Al e
Annette Bruels, CEO Bianca Hedari, E}f’éctor Quality CH

Baar/ Switzerland Baar/ Switzerland
Declaration of Conformity effective from: 2020-12-03
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