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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 / ETmwvupia kataokevaoth / Denumirea producatorului / Naziv proizvodacda / Naziv proizvajalca /
Nazwa producenta / Meno vyrobcu / A gyarté neve / Gamintojo pavadinimas / Razotaja nosaukums / Tootja nimi /
Jméno vyrobce / Ume Ha npoussoautens / HassaHne nponssogutens / Tillverkarens namn / Producentens navn /

Produsentens navn / Valmistajan nimi, <{eiwat/ g2t/ paw/ )
Business Address: Lattichstrasse 4b, 6340 Baar, Switzerland

(Geschaftsadresse / Adresse commerciale / Indirizzo aziendale / Vestigingsadres / Direccion de la empresa /
Enderego commercial / AiciBuvaon emixeipnong / Adresa comerciala / Poslovna adresa / Naslov podjetja / Adres
firmy / Miesto podnikania / Székhely / Veiklos adresas / Uznémuma adrese / Ettevotte aadress / Sidlo / Anpec Ha
komnaHusTa / FOpuaunyeckui agpec / Foretagsadress / Virksomhedsadresse / Selskapets adresse / Yrityksen oso-
ite, <y xS/ dwwfod G/ gic )

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

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

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

Dichiariamo sotto la nostra esclusiva responsabilitd che i seguenti prodotti sono conformi alle direttive e alle norme di
seguito menzionate.

Wij verklaren onder onze eigen verantwoordelijkheid dat de volgende producten in overeenstemming zijn met de hieronder
genoemde richtlijnen en normen.

Declaramos, bajo nuestra responsabilidad, que los siguientes productos se ajustan a las directivas y las normas mencio-
nadas mas abajo.
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Declaramos sob nossa exclusiva responsabilidade, que os seguintes produtos estdo em conformidade com as diretivas e
as normas mencionadas abaixo.

AnAwvoupe pe atrokAEIaTIKA 81K pag euBivn 6T To(ta) akdAouBo(-a) Tpoidv(-Ta) eival o€ TUUPAPOWON HE TIC ATTAITATEIS
TWV KATWOI ava@epOUEVWY 08NYIWV/KAVOVIGPWY TNG KAl TIPOTUTIWV.

Declaram pe propria raspundere ca urmatorul (urmatoarele) produs(e) este (sunt) in conformitate cu cerintele
directivelor/regulamentelor si standardelor mentionate mai jos.

Izjavljuiemo pod svojom isklju¢ivom odgovornoS¢u da sliedeCi proizvodi ispunjavaju zahtjeve direktiva/propisa i normi
navedenih u nastavku.

Na lastno odgovornost izjavljamo, da nasledniji izdelki izpolnjujejo zahteve spodaj navedenih direktiv/predpisov in
standardov.

Na wylaczng odpowiedzialno$¢ producenta o$wiadcza sig, ze opisany/-e produkt(y) jest/sq zgodny/-e z wymaganiami
wymienionych ponizej dyrektyw/rozporzadzen oraz norm.

smernic/nariadeni a noriem.

Kizardlagos feleldsségtinkre kijelentjlk, hogy a kdvetkezé termék(ek) megfelel(nek) az alabb emlitett irdnyelvek/rendeletek
és szabvanyok kdvetelményeinek.

Mes atsakingai pareiSkiame, kad Sis(-ie) gaminys(-iai) atitinka toliau minéty direktyvy/reglamenty ir standarty reikalavimus.
Uznemoties pilnu atbildibu, més pazinojam, ka talak minétais(-ie) izstradajums(-i) atbilst prasibam, kas izklastitas talak
minétajas direktivas/regulas un standartos.

Kaesolevaga kinnitame omal vastutusel, et jérgmine/jargmised toode/tooted vastab/vastavad allpool mainitud
direktiivide/méaaruste ja standardite nduetele.

Na vlastni odpovédnost prohlaSujeme, ze nasledujici produkty splfiuji pozadavky nize uvedenych smérnic/nafizeni a
norem.

[eknapupame eOMHCTBEHO Ha Halla OTFOBOPHOCT, Ye criedHusT(Te) NpoayKT(1) cbOTBETCTBA(T) HA U3UCKBAHMATA Ha
MOCOYEHUTE NO-HONY ANPEKTUBM/PErnamMeHTI 1 CTaHAapTH.

Mbl 3asBnsieM Mog Hally WCKIKOYMTENbHYI OTBETCTBEHHOCTb, YTO HIDKENEpeYnCrieHHash MpOAyKUWUsl COOTBETCTBYIOT
HWXEYNOMSHYTBIM AMPEKTMBAM M CTaHAapTaM.
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Vi férsakrar pa eget ansvar att fljande produkter ar 6verensstimmande med nedan angivna direktiv och standarder.

Vi erkleerer under eget ansvar, at falgende produkter er i overensstemmelse med nedenstéende direktiver og standarder.
Vi erkleerer under eneansvar at fglgende produkter er i overensstemmelse med direktivene og de standardene som er
angitt nedenfor.

Tama vaatimustenmukaisuusvakuutus on annettu valmistajan yksinomaisella vastuulla. Seuraavassa kuvatut tuotteet ovat
mainittujen direktiivien/asetusten ja standardien vaatimusten mukaisia.

Olegsrsidl o G835 I olaidadl o clbass Lo dgbue e o 85 LIS
clgro ddwlial )_HLRJJI _J_iujwl_”;l_o_gl_a)ja Syl g I

Product(s):

(Produkt(e) / Produit(s) / Prodotto(i) / Product(en) / Producto(s) / Produto(s) / Mpoiév(ta) / Produs(e) / Proizvod(i) /
Produkt(y) / Produkt(y) / 1zdelek(lzdelki) / Termék(ek) / Gaminys(iai) / lzstradajums(i) / Toode(Tooted) / Produkt(y)
I Mpoaykt(n) / Npopaykt(Mpoaykuus) / Produkt(er) / Produkt(er) / Produkt(er) / Tuote(Tuotteet), & Lxsio | )

Article No. Product Model Serial No.
101045775 Solo Hands-free basic article n/a

101045514 Solo Hands-free EN DE FR IT ES NL (AMZ, EU adapter) All serial numbers
101045515 Solo Hands-free ES PT PL (EU Adapter) All serial numbers
101045516 Solo Hands-free EN SV DA NO (EU Adapter) All serial numbers
101045519 Solo Hands-free EN (UK Adapter) All serial numbers
101046856 Solo Hands-free EN (AUS Adapter) All serial numbers
101047259 Solo Hands-free EN JP ES (US Adapter) All serial numbers
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Applicable directives/regulations:
(Anwendbare Richtlinien/Vorschriften / Directives/réglementations applicables / Direttive/regolamenti applicabili /
Toepasselijke richtlijnen/verordeningen / Directivas/normativas aplicables / Diretivas/regulamentos aplicaveis /
E@appooTéeg odnyieg/kavoviapoi/ Directive/regulamente aplicabile / Primjenjive direktive/propisi/ Veljavne direk-
tive/predpisi / Odnosne dyrektywy/rozporzadzenia / Platné smernice/nariadenia / Alkalmazandé iranyelvek/rende-
letek / Taikomos direktyvos/reglamentai / Piemérojamas direktivas/regulas / Kohalduvad direktiivid/maarused /
Platné smérnice/nafizeni / Mpunoxumu gupektusu/pernameHtn / MpuMeHMMbIe AUPEKTUMBLI/NOCTaAHOBNEHUA |
Tillampliga standarder/férordningar / Galdende direktiver/regulativer / Gjeldende direktiver/reguleringer / Sovel-
lettavat direktiivit/asetukset, Ly Joazal/ Leakiiit/ ad/ ol /O lgiz it/ )

G31 5301 1 5]

Reference Directives/Regulations
Directive regarding making available on the market of electrical equipment de-
2014/35/EU signed for use within certain voltage limits , known as Low Voltage Directive

(LVD)

UK Statutory Instruments
2016 No. 1101

The Electrical Equipment (Safety) Regulation 2016

2014/30/EU

Directive relating to electromagnetic compatibility, known as Electromagnetic
Compatibility (EMC) Directive

UK Statutory Instruments
2016 No. 1091

The Electromagnetic Compatibility Regulation 2016

2011/65/EU

Restriction of use of certain Hazardous Substances in electrical and electronic
equipment Directive (ROHS)

UK Statutory Instruments

2012 No. 3032

Restriction of the Use of Certain Hazardous Substances in Electrical and Elec-
tronic Equipment Regulations 2012
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Directive relating to the making available on the market of radio equipment,

2014/53/EU known as Radio Equipment Directive (RED)

Funkanlagengesetz - FUAG (Dieses Gesetz dient der Umsetzung der Richtlinie

FUAG 2014/53/EU)

UK Statutory Instruments
2017 No. 1206

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

UK Statutory Instruments
2013 No. 3113

The Radio Equipment Regulation 2017

Waste Electrical and Electronic Equipment Regulations 2013

(EU) 2023/1542 Regulation on Batteries and Waste Batteries
UK Statutory Instruments . .
2009 No. 890 Waste Batteries and Accumulators Regulations 2009

Regulation concerning the Registration, Evaluation, Authorisation and Restriction

1907/2006/EC of Chemicals (REACH)

UK Statutory Instruments
2021 No. 904

2020 No. 1577

UK Statutory Instru-
ments 2023 No. 722

(as further amended)

The REACH Regulation 2021

DGR Dangerous Goods Regulation

2001/95/EC General Product Safety Directive (GPSD)

(EU) 2023/988 General Product Safety Regulation (applicable as of December 131" 2024)
UK Statutory Instruments General Product Safety Regulations 2005
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2005 No. 1803
2019/1020/EU Market surveillance and compliance of products
94/62/EC Packaging and Packaging Waste Directive
Commission Decision establishing the identification system for packaging materi-
97/129/EC als pursuant to European Parliament and Council Directive 94/62/EC on packag-
ing and packaging waste
2008/98/EC Waste Directive
UK Statutory Instruments The Producer Responsibility Obligations (Packaging Waste) Regulations 2007
2007 No. 871 (SCHEDULE 2 RECOVERY AND RECYCLING OBLIGATIONS)
(EU) 2019/1021 Regulation on persistent organic pollutants
UK Statutory Instruments . . .
2007 No. 3106 UK POP - The Persistent Organic Pollutants Regulations 2007

Applied Standards:

(Anwendbare Normen / Normes appliquées / Norme applicabili / Toegepaste normen / Normas aplicadas / Normas
aplicadas / EQappogopeva mpotutra / Standarde aplicate / Primijenjene norme / Uporabljani standardi / Odnosne
normy / Platné normy / Alkalmazandé szabvanyok / Taikomi standartai / Piemérojamie standarti / Rakendatud
standardid / Platné normy / Mpunoxumu ctangaptv / MNpumenumble ctanpaptol / Tillimpade standarder /
Galdende standarder / Anvendte standarder / Sovelletut standardit, ~i _// Liwialt/ _islzalt/

Lp-iiih)
Reference Name
EN 60335-1:2012+A15:2021 :Zl;?;ehold and similar electrical appliances - Safety - Part 1: General require-
Form No.: GF-2.1.0016 Rev.: A
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Electromagnetic compatibility - Requirements for household appliances, electric
tools and similar apparatus - Part 1: Emission
EN 55014-2:2021 Electromagnetic compatibility - Requirements for household appliances, electric

' tools and similar apparatus - Part 2: Immunity - Product family standard
EN 55032:2015 + A11:2020 Electromagnetic compatibility of multimedia equipment. Emission Requirements
EN 61000-3-2:2020 Electrpmagnetic compatibility limits - Limits for harmonic current emissions (equip-

ment input current <16 A per phase)

Electromagnetic compatibility limits - Limitation of voltage changes, voltage fluctu-
EN 61000-3-3:2021 ations and flicker in public low-voltage supply systems, for equipment with rated
current £16 A per phase and not subject to conditional connection
Safety of transformers, reactors, power supply units and combinations thereof
- Part 1: General requirements and tests
Safety of transformers, reactors, power supplies, reactors and similar products
for supply voltages up to 1100 V Part 2: Particular requirements and tests for
switch mode power supply units and transformers for switch mode power sup-
ply units
Industrial, scientific and medical equipment - Radio-frequency disturbance
characteristics - Limits and methods of measurement
Measurement methods for electromagnetic fields of household appliances and

EN 55014-1:2021

EN IEC 61558-1:2019

EN 61558-2-16:2009/A1:2013

EN 55011:2016/ A11:2020

EN 62233:2008 L .
similar apparatus with regard to human exposure
EN 50106:2008 Safety of household and similar electrical appliances. Particular rules for rou-
' tine tests referring to appliances under the scope of EN 60335-1
EN 50419:2022 Marking of electrical and electronic equipment in accordance with article 11(2)

of Directive 2002/96/EC (WEEE)
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Generic standard for assessment of low power electronic and electrical equip-
EN 50663:2017 ment related to human exposure restrictions for electromagnetic fields
(10MHz-300GHz)

Assessment of the compliance of low power electronic and electrical equipment
EN 62479:2010 with the basic restrictions related to human exposure to electromagnetic fields (10
MHz to 300 GHz)

Electromagnetic compatibility and Radio spectrum Matters (ERM) - Wideband
EN 300 328:2019 (V2.2.2) transmission systems - Data transmission equipment operating in the 2,4 GHz
ISM band and using wide band modulation techniques

Electromagnetic Compatibility (EMC) standard for radio equipment and services;
Part 1: Common technical requirements

, Electromagnetic Compatibility (EMC) standard for radio equipment and services;
EN 301 489-17:2020 (V3.24) Part 17: Specific conditions for Broadband Data Transmission Systems

EN IEC 63000:2018 Technical documentation for the assessment of electrical and electronic products
IEC 63000:2016+AMD1:2022 with respect to the restriction of hazardous substances

EN 301 489-1:2019 (V2.2.3)

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

Die Produkte werden dem ISO 13485 Qualitatsmanagementsystem entsprechend entwickelt und produziert.

Les produits sont congus et fabriqués selon une démarche qualité conforme a la norme ISO 13485.

| prodotti sono sviluppati e realizzati secondo un sistema di qualita conforme alla norma I1SO 13485.

De producten worden ontwikkeld en geproduceerd in het kader van een kwaliteitsregeling in overeenstemming met ISO
13485.

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

Os produtos séo desenvolvidos e produzidos de acordo com um regime de qualidade em conformidade com a ISO 13485.
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AHAQEH LYMMOP®QEHE
DECLARATIE DE CONFORMITATE
IZJAVA O SUKLADNOSTI
IZJAVA O SKLADNOSTI
DEKLARACJA ZGODNOSCI
VYHLASENIE O ZHODE
MEGFELELOSEGI NYILATKOZAT
ATITIKTIES DEKLARACIJA
ATBILSTIBAS DEKLARACIJA
VASTAVUSDEKLARATSIOON
PROHLASENI O SHODE
OEKNAPALMSA 3A CbOTBETCTBUE
OEKNAPALIMSI COOTBETCTBUSA
FORSAKRAN OM OVERENSSTAMMELSE
OVERENSSTEMMELSESERKLZERING
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VAATIMUSTENMUKAISUUSVAKUUTUS
a9 gidl I 48]

To(Ta) mpoidv(ta) avarrriooerai(ovral) Kal TTOPAYETaI(OVTal) OTO TAAICIO GUOTAUATOS TOIGTNTAG TTOU €ival OE
ouppdpewan pe 1o TpoTUTIo I1SO 13485.

Produsul (Produsele) este (sunt) dezvoltate si fabricate conform unei scheme a calitétii in conformitate cu ISO 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/sa opracowane i wyprodukowane zgodnie z systemem zapewnienia jakosci zgodnym z ISO 13485.
Vyrobky boli vyvinuté a vyrobené podrla systému kvality v stlade s normou ISO 13485.

A terméke(ke)t az ISO 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 kooskdlas standardi ISO 13485 kvaliteedikavaga.

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

MpopykTbT(MTE) € (Ca) pa3paboTeH(u) 1 NPoM3BEAEH(M) N0 CXeMa 3a Ka4ecTBO, CbOTBETCTBALLA Ha ISO 13485.
PaspaboTka W BbINyCK NPOAYKLMN PErynupyroTcs nporpammon obecneyenns kayecTsa B COOTBETCTBUM CO CTaHAAPTOM
ISO 13485.

Produkterna ar utvecklade och tillverkade enligt ett kvalitetsinitiativ i Gverensstdmmelse med 1ISO 13485.

Produkterne er udviklet og produceret under en kvalitetsordning i overensstemmelse med ISO 13485.

Produktene er utviklet og produsert under kvalitetskontroll i samsvar med ISO 13485.

Tuote(Tuotteet) on (ovat) suunniteltu ja valmistettu ISO 13485 -laatujarjestelmastandardin vaatimusten mukaisesti.
L13485 18O HLuisro @ 33l 955 bog> dhs e Pl Lgalisly olxibad! HLSSo!l a5

This declaration of conformity is valid until: 2027-12-09

(Diese Konformitatserklarung ist giiltig bis / Cette déclaration de conformité est valable jusqu'au / La presente
dichiarazione di conformita é valida fino al / Deze verklaring van overeenstemming is geldig tot / La presente
declaracion de conformidad es valida hasta / Esta declaragao de conformidade é valida até / H mapoUoa AjAwaon
Zuppopewong ioxue €wg / Declaratia de conformitate este valabila pana la / Ova izjava o sukladnosti vrijedi do /
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DECLARATION OF CONFORMITY

(EN, DE, FR, IT, NL, ES, PT, EL, RO, HR, SL, PL, SK, HU, LT, LV, ET, CS, BG, RU, SV, DA, NO, FI, AR)

KONFORMITATSERKLARUNG
DECLARATION DE CONFORMITE
DICHIARAZIONE DI CONFORMITA

VERKLARING VAN OVEREENSTEMMING
DECLARACION DE CONFORMIDAD
DECLARAGAO DE CONFORMIDADE

AHAQEH LYMMOP®QEHE
DECLARATIE DE CONFORMITATE
IZJAVA O SUKLADNOSTI
IZJAVA O SKLADNOSTI
DEKLARACJA ZGODNOSCI
VYHLASENIE O ZHODE
MEGFELELOSEGI NYILATKOZAT
ATITIKTIES DEKLARACIJA
ATBILSTIBAS DEKLARACIJA
VASTAVUSDEKLARATSIOON
PROHLASENI O SHODE
OEKNAPALMSA 3A CbOTBETCTBUE
OEKNAPALIMSI COOTBETCTBUSA
FORSAKRAN OM OVERENSSTAMMELSE
OVERENSSTEMMELSESERKLZERING
SAMSVARSERKLAERING
VAATIMUSTENMUKAISUUSVAKUUTUS
a9 gidl I 48]

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 / Sis atbilstibas deklaraci-
jas deriguma termins / Kéesolev vastavusdeklaratsioon kehtib kuni / Toto prohlaseni o shodé plati do /
Hacrosiwarta geknapaums 3a cboTBeTCTBME € BanuaHa Ao / [laHHan geknapaumsi COOTBETCTBUA AeACTBUTENbHA
po / Denna deklaration om 6verensstimmelse galler till / Denne overensstemmelseserklaring er gyldig indtil /
Denne samsvarserklaringen gjelder til / Vaatimustenmukaisuusvakuutuksen voimassaoloaika saakka,

i ok oY) ATV b L Jsemall Ja g 5 e (3815l Galall 1A 138 ()

Authorised Signatories:

(Unterschriftsberechtigte / Signataires autorisés / Firmatari autorizzati / Gemachtigde ondertekenaars / Firmantes
autorizados / Signatarios autorizados / E¢ouoiodotnuévor utroypéipovres / Semnatari autorizati / Ovlasteni pot-
pisnici / Pooblaséeni podpisniki / Sygnatariusze / Opravnené osoby s podpisovym pravom / Meghatalmazott ala-
irok / |galiotieji pasirasyti asmenys / Pilnvarotie parakstitaji / Volitatud allakirjutajad / Podpisy opravnénych osob
| YnbnHomowenu nuua / Moanueu ynonHomoveHHbix nuy / Auktoriserade undertecknare / Autoriserede signatarer
I Autoriserte underskrivere / Valmistajan puolesta allekirjoittanut, ag/ » aat/ ardsat/ )

Judith Bernardo Thomas Goliicke
Judith Bernardo (Dec 17,2024 08:59 GMT+1) Thomas Goliicke (Dec 17,2024 10:38 GMT+1)
Judith Bernardo Thomas Goliicke
Global Senior Director of Regulatory Affairs / PRRC Deputy Chief Executive Officer (CEO)
Baar/ Switzerland Baar/ Switzerland

Declaration of Conformity effective from: 2024-12-10
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By: Marco Montiroli (Marco.Montiroli@medela.com)
Status: Signed
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9 Email viewed by judith.bernardo@medela.com
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