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' EU IZJAVA O SUKLADNOSTI 
IZJAVA O SKLADNOSTI EU 

EUROPEJSKA DEKLARACJA ZGODNOSCI 
VYHLASENIE O ZHODE EU 
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ES ATITIKTIES DEKLARACIJA 

ES ATBILSTiBAS DEKLARACIJA 
EL·i VAST AVUSDEKLARA TSIOON 

PROHLASENi O SHODE EU 
EC .QEKJlAPAUHs:13A CbOTBETCTBHE 
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EU-FORSAKRAN OM OVERENSSTAMMELSE 

EU OVERENSSTEMMELSESERKUERING 
EU·SAMSVARSERKUERING 

EU·V AA TIMUSTENMUKAISUUSVAKUUTUS 

Manufacturer's Name: Medela AG 
(Name des Herstellers I Norn du fabricant I Nome del produttore I Naam fabrikant I Nombre del fabricante I Nome do 
fabricante I ETTwvuµia KaraoKtuaar~ I Denumirea producatorului I Naziv proizvodaca I Naziv proizvajalca I Nazwa pro· 
ducenta I Meno vyrobcu I A gyart6 neve I Gamintojo pavadinimas I Razotaja nosaukums I Tootja nimi I Jmeno vyrobce I 
HMe Ha npoH3BO.QHTens:t I Ha3eaHHe npoH3BO.QHTem1 I Tillverkarens namn I Producentens navn I Produsentens navn I 
Valmistajan nimi) 

Business Address: Lattichstrasse 4b, 6340 Baar, Switzerland 
(Geschiiftsadresse I Adresse commerciale / lndirizzo aziendale I Vestigingsadres I Direcci6n de la empresa I Endere90 
commercial/ ll1tu9uvori EntXEiprioric; I Adresa comerciala I Poslovna adresa I Naslov podjetja I Adres firmy I Miesto pod­
nikania I Szekhely I Veiklos adresas I Uz9emuma adrese I Ettevotte aadress I Sid lo I A.Qpec Ha KOMnaHHffTa / IOpH.QH"leCKHK 
a,1:1pec I Foretagsadress I Virksomhedsadresse I Selskapets adresse I 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 declarons, sous notre unique responsabilite, que les produits suivants sont conformes aux directives europeennes et normes 
harmonisees mentionnees 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 estao em conformidade com as diretivas e as 
normas harmonizadas europeias mencionadas abaixo. 
ti~AwvouµE µE OTTOKAEIOTIKCI OIK~ µa~ w9uv~ OTI TO(TO) OK6Aou9o(-a) rrpo'i6v(-TO) EiVOI OE ouµµ6pq>wo~ µE Tl~ OTTOIT~OEI~ TWV 
Karw91 avaq>Ep6µEvwv oo~y1wv/Kavov1oµwv r~~ EE Kai Evapµov1oµtvwv rrporurrwv. 
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Declaram pe propria raspundere ca urmatorul (urmatoarele) produs(e) este (sunt) in conformitate cu cerin\ele 
directivelor/regulamentelor europene ~i standardelor armonizate men\ionate mai jos. 
lzjavljujemo pod svojom iskljucivom odgovornoscu da sljedeci proizvodi ispunjavaju zahtjeve Europskih direktiva/propisa i 
uskladenih normi navedenih u nastavku. 
Na lastno odgovornost izjavljamo, da naslednji izdelki izpolnjujejo zahteve spodaj navedenih evropskih direktiv/predpisov in 
usklajenih standardov. 
Na wylqcznct odpowiedzialnosc producenta oswiadcza si~. ie opisany/-e produkt(y) jest/set zgodny/-e z wymaganiami 
wymienionych poniiej europejskich dyrektyw/rozporzctdzen oraz norm zharmonizowanych. 
Vyhlasujeme na nasu vyhradnu zodpovednost', ze nasledujuce vyrobky su v sulade s poziadavkami nizsie uvedenych eur6pskych 
smernfc/nariadenf a harmonizovanych noriem. 
Kizar61agos felelossegunkre kijelentjuk, hogy a kovetkezo termek(ek) megfelel(nek) az alabb emlftett eur6pai iranyelvek/rendeletek 
es harmonizalt szabvanyok kovetelmenyeinek. 
Mes atsakingai pareiskiame, kad sis(-ie) gaminys(-iai) atitinka toliau minet4 Europos direktyv4/reglament4 ir suderinlllill standart4. 
reikalavimus. 
Uzryemoties pilnu atbildibu, mes paziryojam, ka talak minetais(-ie) izstradajums(-i) atbilst prasibam, kas izklasntas talak minetajas 
Eiropas direktivas/regulas un harmonizetajos standartos. 
Kaesolevaga kinnitame omal vastutusel, et jargmine/jargmised toode/tooted vastab/vastavad allpool mainitud Euroopa 
direktiivide/maaruste ja uhtlustatud standardite nouetele. 
Na vlastnf odpovednost prohlasujeme, ze nasledujfcf produkty splr'iuji pozadavky nize uvedenych evropskych smernic/naffzenf a 
harmonizovanych norem. 
AeKilapHpaMe eAHHCTBeHO Ha Hawa OTfOBOpHOCT, 4e CileAHHRT(Te) npOAYKT(H) CbOTBeTCTBa(r) Ha H3HCKBaHHRTa Ha noco4eHHTe 
nO·AOilY eeponeCiCKH AHpeKTHBH/pemaMeHrn H xapMOHH3HpaHH CTaHAaprn. 
Mbl 38RBilReM nOA Hawy HCKJll04HTeJlbHYIO OTBeTCTBeHHOCTb, 4TO HH>Kenepe4HCileHH8s:l npOAYK4Hs:l COOTBeTCTBYIOT 
HH>KeynoMs:iHyTblM AHpeKTHBaM H comacoeaHHblM CTaHAapraM EC. 
Vi forsakrar pa eget ansvar alt foljande produkter ar overensstammande med nedan angivna europeiska direktiv och 
harmoniserade standarder. 
Vi erklrerer under eget ansvar, at f01gende produkter er i overensstemmelse med nedenstaende europreiske direktiver og 
harmoniserede standarder. 
Vi erklrerer under eneansvar at f01gende produkter er i overensstemmelse med EU-direktivene og de harmoniserte standardene 
som er angitt nedenfor. 
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Tama vaatimustenmukaisuusvakuutus on annettu valmistajan yksinornaisella vastuulla. Seuraavassa kuvatut tuotteet oval 
rnainittujen Euroopan unionin direktiivien/asetusten ja yhdenrnukaistettujen standardien vaatimusten rnukaisia. 

Product(s): 
(Produkt(e) I Produit(s) I Prodotto(i) I Product(en) I Producto(s) I Produto(s) I npoi6v(ra) I Produs(e) I Proizvod(i) I 
Produkt(y) I Produkt(y) I lzdelek(lzdelki) I Termek(ek) I Gaminys(iai) I lzstradajums(i) I Toode(Tooted) I Produkt(y) I 
npoAyKT{M) I npoAYKT(npoAYK~Mfl) I Produkt(er) I Produkt(er) I Produkt(er) I 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 nla 

101041105 Swing Maxi Smart Edition basic article nla 

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 Fl) All serial no. 

101041616 Solo Single Electric Breast Pump (EN ZH) All serial no. 
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101041930 

101041136 

101043309 

101041609 

101041611 

101041613 

101041615 

101041929 

101041621 

101041622 

101041927 

101041931 

101041932 

101043410 
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l1H/\OIH IYMMOPCl>OIHI EE 
DECLARATIE DE CONFORMITATE UE . 

EU IZJAVA O SUKLADNOSTI 
IZJAVA O SKLADNOSTI EU 

EUROPEJSKA DEKLARACJA ZGODNOSCI 
VYHLASENIE O ZHODE EU 

EU MEGFELELOSEGI NYILATKOZA T 
ES ATITIKTIES DEKLARACIJA 

ES ATBILSTTBAS DEKLARACIJA 
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Solo Single Electric Breast Pump Smart Edition (EN ZH) 

Swing Maxi Double Electric Breast Pump (EN (AUS)) 

Swing Maxi Double Electric Breast Pump Smart Edition (EN (AUS)) 

Swing Maxi Double Electric Breast Pump (DE FR IT) 

Swing Maxi Double Electric Breast Pump (NL FR DE AR) 

Swing Maxi Double Electric Breast Pump (ES PT EN EL) 

Swing Maxi Double Electric Breast Pump (EN PL TR CS) 

Swing Maxi Double Electric Breast Pump (EN PL TR CS India) 

Swing Maxi Double Electric Breast Pump (EN EL) 

Swing Maxi Double Electric Breast Pump (EN JA TW) 

Swing Maxi Double Electric Breast Pump (SV DA NO Fl) 

Swing Maxi Double Electric Breast Pump Smart Edition (EN ZH) 

Swing Maxi Double Electric Breast Pump Smart Limited Edition 
(Be ige) (EN ZH) 

Swing Maxi Double Electric Breast Pump Smart Limited Edition 
Turquoise (EN ZH) 

Applicable directives/regulations: 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

All serial no. 

(Anwendbare RichtlinienNorschriften I Directives/reglementations applicables I Direttive/regolamenti applicabili I 
Toepasselijke richtlijnen/verordeningen I Directivas/normativas aplicables I Diretivas/regulamentos aplicaveis I 
Eq,apµocrttt~ o5riyi£gKavov1aµoi I Directive/regulamente aplicabile I Primjenjive direktive/propisi I Veljavne 
direktive/predpisi I Odnosne dyrektywy/rozporz,tdzenia I Platne smernice/nariadenia I Alkalmazand6 
iranyelvek/rendeletek I Taikomos direktyvos/reglamentai I Piemerojamas direktivas/regulas I Kohalduvad 
direktiivid/maarused I Platne smernice/nai'izeni I npMnOJKMMM AMpeKT11e11/pernaMeHTM I npMMeHMMb1e 
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AMpeKTKBb1/nocraHosneHKS1 I Tillampliga standarder/forordningar I Gceldende direktiver/regulativer I Gjeldende 
direktiver/reguleringer I 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 
Directive relating to electromagnetic compatibility, known as Electromagnetic Compatibility (EMC) 
Directive 

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

2015/863/EU Commission Delegated Directive amending Annex II to Directive 201 1/65/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 I Normes harmonisees appliquees I Norme armonizzate applicabili I Toegepaste 
geharmoniseerde normen I Normas armonizadas aplicadas I Normas harmonizadas aplicadas I Ecpap1,10~6µEVa 
EVap1,1ov101,1tva rrp61urra I Standarde armonizate aplicate I Primijenjene uskladene norme I Uporabljani usklajeni 
standardi I Odnosne normy zharmonizowane I Platne harmonizovane normy I Alkalmazand6 harmonizalt szabvanyok I 
Taikomi suderintieji standartai I Piemerojamie harmonizetie standarti I Rakendatud uhtlustatud standardid I Platne 
harmonizovane normy I npr,moJKMMM xapMOHM3MpaHM craHAapTM I npMMeHMMb1e comacoeaHHble craHAapTbl I 
Tillampade harmoniserade standarder I Gc11ldende harmoniserede standarder I Anvendte harmoniserte standarder I 
Sovelletut yhdenmukaistetut standardit) 

Reference Name 

EN 60335-1 :201 2+A2:2019 Household and similar electrical appliances - Safety - Part 1: General 
requirements 

EN 55014-1:201 7 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 
Electromagnetic compatibility limits - Limits for harmonic current emissions 
(equipment input current s;16 A per phase) 

Electromagnetic compatibility limits - Limitation of voltage changes. voltage 
EN 61000-3-3:201 3 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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EN 61000-6- 3:2007/A1 :2011 /AC:2012 
Electromagnetic compatibility (EMC) - Part 6-3: Generic standards - Emission 
standard for residential, commercial and light-industrial environments 

EN IEC 61558-1:2019 
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 
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 
Degrees of protection provided by enclosures (IP Code) 

60529:1991/AC:1993/A 1 :2000/A2:2013 

EN IEC 63000:2018 
Technical documentation for the assessment of electrical and electronic products 
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 ISO 13485:2016 Qualitatsmanagementsystem entsprechend entwickelt und produziert. 
Les produits sont con9us et fabriques selon une demarche qualite conforme a la norme ISO 13485:2016. 
I prodotti sono sviluppati e realizzati secondo un sistema di qualita conforme alla norma ISO 13485:201 6. 
De producten worden ontwikkeld en geproduceerd in het kader van een kwaliteitsregeling in overeenstemming met ISO 
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 sao desenvolvidos e produzidos de acordo com um regime de qualidade em conformidade com a ISO 13485:2016. 
To(Ta) rrpo'i6v(rn) avarnuaaum(ovrn1) KOi rrapaynm(ovrn1) 010 rr>.aimo aum~µaro~ rro16rr1rn~ rrou Eivm OE auµµ6p<pwa~ µE 
ro rrp6rurro ISO 13485. 
Produsul (Produsele) este (sunt) dezvoltate ~i fabricate conform unei scheme a calita\ii in conformitate cu ISO 13485. 
Ti se proizvodi razvijaju i proizvode prema sustavu upravljanja kvalitetom u skladu s normom ISO 13485. 
lzdelki so razviti in izdelani v okviru sheme kakovosti v skladu s standardom ISO 13485. 
Produkt(y) jesUsct opracowane i wyprodukowane zgodnie z systemem zapewnienia jakosci zgodnym z ISO 13485. 
Vyrobky boli vyvinute a vyrobene podra systemu kvality v sulade s normou ISO 13485. 
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EU-FORSAKRAN OM OVERENSST AMMELSE 

EU OVERENSSTEMMELSESERKUERING 
EU-SAMSVARSERKUERING 

EU-V AA TIMUSTENMUKAISUUSVAKUUTUS 

A termeke(ke)t az ISO 13485 szabvanynak megfelel6 min6segbiztositasi rendszer alapjan fejlesztettek es gyartottak. 
Gaminys(-iai) sukurtas(-i) ir pagamintas(-i) pagal ISO 13485 reikalavimus atitinkant[ kokybes planet 
lzstradajums(-i) tiek izstradats(-i) un razots(-i) saskal)a ar standarta ISO 13485 kvalitates prasibam. 
Toode/tooted on arendatud ja toodetud kooskolas standardi ISO 13485 kvaliteedikavaga. 
Produkty jsou vyvijeny a vyrabeny v ramci systemu kvality v souladu s normou ISO 13485. 
npoAyKTbr(1.-ne) e (ca) pa3pa6oreH(1-1) 1-1 npo1-1aseAeH(1-1) no cxeMa 3a Ka'-lecrno, Cbornercrna~a Ha ISO 13485. 
Paapa60TKa 1-1 Bb1nycK npOAYKL.11-11!1 pery111t1py10TC51 nporpaMMOl-1 o6ecne'-leHlt151 Ka'-leCTBa B COOTBeTCTBl-11!1 co CTaHAapTOM 
ISO 13485:2016. 
Produkterna ar utvecklade och tillverkade enligt ett kvalitetsinitiativ i overensstammelse med ISO 13485:2016. 
Produkterne er udviklet og produceret under en kvalitetsordning i overensstemmelse med ISO 13485:2016. 
Produktene er utviklet og produsert under kvalitetskontroll i samsvar med ISO 13485:2016. 
Tuote(Tuotteet) on (oval) suunniteltu ja valmistettu ISO 13485 -laatujarjestelmastandardin vaatimusten mukaisesti. 

This declaration of conformity is valid until: 2023-12-02 
(Diese Konformitatserklarung ist giiltig bis I Cette declaration de conformite est valable jusqu'au I La presente dichiara­
zione di conformita e valida fino al I Deze verklaring van overeenstemming is geldig tot I La presente declaraci6n de 
conformidad es valida hasta I Esta declara~ao de conformidade e valida ate I H Tl'apouoa .d~Awori ruµµ6pq,woric; 1oxuE1 
twc; I Declaratia de conformitate este valabila pana la I Ova izjava o sukladnosti vrijedi do I Ta izjava o skladnosti je 
veljavna do I Ponizsza deklaracja zgodnosci jest wazna do I Toto vyhlasenie o zhode je platne do I A megfelelosegi 
nyilatkozat ervenyessege I Si atitikties deklaracija galioja iki I Sis atbilstibas deklaracijas derTguma termir;is I Kaesolev 
vastavusdeklaratsioon kehtib kuni I Toto prohlaseni o shode plati do I Hacro.RU(ara AeKnapa~M.R 3a cboreercreMe e 
eanMAHa AO I AaHHa.R AeKJ1apa~MS1 cooreercreMSI AeHCTBMTenbHa AO I Denna deklaration om overensstammelse galler 
till I Denne overensstemmelseserklcering er gyldig indtil I Denne samsvarserklceringen gjelder til I Vaatimus­
tenmukaisuusvakuutuksen voimassaoloaika saakka) 

Authorised Signatories: 
(Unterschriftsberechtigte I Signataires autorises I Firmatari autorizzati I Gemachtigde ondertekenaars I Firmantes au­
torizados I Signatarios autorizados I E~oumoi5orri1-1tvo1 UTl'oypaq,ovnc; I Semnatari autorizati I Ovlasteni potpisnici I 
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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 
DECLARACAO UE DE CONFORMIDADE 

l1HAnrH rYMMOP<l>nrHr EE 
DE CLARA TIE DE CONFORM IT ATE UE . 

EU IZJAVA O SUKLADNOSTI 
IZJAVA O SKLADNOSTI EU 

EUROPEJSKA DEKLARACJA ZGODNOSCI 
VYHLASENIE O ZHODE EU 

EU MEGFELELOSEGI NYILATKOZA T 
ES ATITIKTIES DEKLARACIJA 

ES ATBILSTTBAS DEKLARACIJA 
EL-i VAST AVUSDEKLARA TSIOON 

PROHLASENi O SHODE EU 
EC AEKJlAPAU~~ 3A CbOTBETCTB~E 

AEKflAPAU~~ COOTBETCTB~~ EC 
EU-FORSAKRAN OM OVERENSST AMMELSE 

EU OVERENSSTEMMELSESERKLJERING 
EU-SAMSVARSERKLJERING 

EU-V AA TIMUSTENMUKAISUUSVAKUUTUS 

Pooblasceni podpisniki I Sygnatariusze I Opravnene osoby s podpisovym pravom I Meghatalmazott alair6k / tgaliotieji 
pasirasyti asmenys I Pilnvarotie parakstitaji I Volitatud allakirjutajad I Podpisy opravnenych osob I Yn'bnHoMo~eHr.1 nr.11.1a 
I noAnM ynonHoMo-teHHblX nr.11.1 I Auktoriserade undertecknare I Autoriserede sig~atarer I Autoriserte underskrivere I 
Valmist J uoles: ekirjoittanut) ~ 

"----.-- ,, I 
Annette Bruels, CEO Bianca Hedari, ~fector Quality CH 

Baar/ Switzerland Baar/ Switzerland 

Declaration of Conformity effective from: 2020-12-03 
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