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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 karackeuaotr / Denumirea producatorului / Naziv proizvodaca / Naziv proizvajalca /
Nazwa producenta / Meno vyrobcu / A gyarté neve / Gamintojo pavadinimas / RaZotaja nosaukums / Tootja nimi /

Jméno vyrobce / Ume Ha npousBoautens / Hassanue nponssoautens / Tillverkarens namn / Producentens navn /
Produsentens navn / Valmistajan nimi, <{xtaat/ dgxt/ pw/ )

Business Address: Lattichstrasse 4b, 6340 Baar, Switzerland

(Geschéftsadresse /| Adresse commerciale / Indirizzo aziendale / Vestigingsadres / Direccién de la empresa /
Enderego commercial / Aic0Buvan emixeipnong / Adresa comerciala / Poslovna adresa / Naslov podjetja / Adres
firmy / Miesto podnikania / Székhely / Veiklos adresas / Uznémuma adrese / Ettevotte aadress / Sidlo / Agpec Ha
komnaHuaTa | FOpnguyeckuii agpec / Foretagsadress / Virksomhedsadresse / Selskapets adresse / Yrityksen oso-
ite, <y Laxi)/ dwwiel 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 responsabilita 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.

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

Anhwvouye pe amokAeloTiké BIKA Hag euBlvn 611 To(ta) akdAouBo(-a) TTpoidv(-Ta) eival o€ GUPHOPPWAN HE TIC ATTAITAOEIG
TWV KATWOI avagepdpeVWY 0dNnyIWV/KAVOVIOHWY TS KAl TTPOTUTIWV.
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Declaram pe propria raspundere c& urmatorul (urmatoarele) produs(e) este (sunt) in conformitate cu cerintele
directivelor/regulamentelor si standardelor mentionate mai jos.
IZjavljuiemo pod svojom isklju¢ivom odgovorno$éu da sliedeci proizvodi ispunjavaju zahtjeve direktiva/propisa i normi
navedenih u nastavku.
Na lastno odgovornost izjavljamo, da naslednji izdelki izpolnjujejo zahteve spodaj navedenih direktiv/predpisov in
standardov.
Na wylaczng odpowiedzialno$¢ producenta o$wiadcza sie, ze opisany/-e produki(y) jest/sgq zgodny/-e z wymaganiami
wymienionych ponizej dyrektyw/rozporzadzen oraz norm.
Vyhlasujeme na nadu vyhradnu zodpovednost, Ze nasledujlice vyrobky su v stlade s poziadavkami nizSie uvedenych
smernic/nariadeni a noriem.
Kizarélagos feleldsségtinkre kijelentjlik, hogy a kdvetkezd termék(ek) megfelel(nek) az alébb emlitett iranyelvek/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.
Kéesolevaga kinnitame omal vastutusel, et jargmine/jargmised toode/tooted vastab/vastavad allpool mainitud
direktiivide/maaruste ja standardite nduetele.
Na vlastni odpovédnost prohlaSujeme, Ze nasledujici produkty splfiuji pozadavky nize uvedenych smérnic/nafizeni a
norem.
[exnapupame eOWHCTBEHO Ha Halla OTFOBOPHOCT, Ye CMepHUAT(Te) NpodyKT(M) CbOTBETCTBA(T) HA M3MUCKBAHUATA Ha
MOCOYEHUTE MO-A0NY AUPEKTUBI/PErNAMEHTI 1 CTAHAAPTU.
Mbl 3asBsieM NOA Hally WCKMOYNTENbHYI0 OTBETCTBEHHOCTb, YTO HVDKEMEPEYMCHeHHash NpOAYyKUMS COOTBETCTBYHOT
HVKEYNOMSHYTbIM AUPEKTMBAM 1 CTaHAapTaM.
Vi forsékrar pa eget ansvar att foljande produkter ar dverensstdmmande med nedan angivna direktiv och standarder.
Vi erkleerer under eget ansvar, at felgende produkter er i overensstemmelse med nedenstaende direktiver og standarder.
Vi erkleerer under eneansvar at falgende 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.
olea>eidl go @8l e55 LIl obybidadl ol (Lasy Loodggws e pi5 Lis|
. lero ddwSadl oo lzaedl d_l..xjﬁg_l_gu_ﬁdu)i) Syt g dl
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Product(s):

(Produkt(e) / Produit(s) / Prodotto(i) / Product(en) / Producto(s) / Produto(s) / Mpoi6v(ra) / Produs(e) / Proizvod(i) /
Produkt(y) / Produkt(y) / 1zdelek(lzdelki) / Termék(ek) / Gaminys(iai) / lzstradajums(i) / Toode(Tooted) / Produkt(y)
I Mpopaykt(n) / Npoaykt(Mpoaykuus) / Produkt(er) / Produkt(er) / Produkt(er) / Tuote(Tuotteet), & Lesia 3l )

Article No. Product Model Serial No.

101045318 Duo (without type label) All serial numbers
101045506 Duo Hands-free EN DE FR IT ES NL (AMZ, EU Adapter) All serial numbers
101045665 Duo Hands-free EN DE FR NL AR (EU Adapter) All serial numbers
101045507 Duo Hands-free ES PT EL BG RO PL (EU Adapter) All serial numbers
101045508 Duo Hands-free EN SV DA NO FI (EU Adapter) All serial numbers
101045509 Duo Hands-free EN TR CS SK ET HR (EU Adapter) All serial numbers
101045510 Duo Hands-free EN (AUS/NZ Adapter) All serial numbers
101045511 Duo Hands-free EN EL MY (UK Adapter) All serial numbers

Applicable directives/regulations:

(Anwendbare Richtlinien/Vorschriften / Directives/réglementations applicables / Direttive/regolamenti applicabili /
Toepasselijke richtlijnen/verordeningen / Directivas/normativas aplicables / Diretivas/regulamentos aplicaveis /
EpappooTéeg odnyieg/kavoviapoi/ Directive/regulamente aplicabile / Primjenjive direktive/propisi/ Veljavne direk-
tive/predpisi / Odno$ne dyrektywy/rozporzadzenia / Platné smernice/nariadenia / Alkalmazandé iranyelvek/rende-
letek / Taikomos direktyvos/reglamentai / Piemérojamas direktivas/regulas / Kohalduvad direktiivid/maarused /
Platné smérnice/nafizeni / Mpunoxumu aupektuBu/pernameHTyn | MpumeHnMble AUPEKTUBLI/NOCTaHOBNEHUA /
Tillampliga standarder/férordningar / Geldende direktiver/regulativer / Gjeldende direktiver/reguleringer / Sovel-
lettavat direktiivit/asetukset,

Ly Jparal) diadiiil/ adf g d)/ /S lgirgil/ )
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Reference Directives/Regulations
2014/35/EU Directive regarding making available on the market of electrical equipment de-

signed for use within certain voltage limits

UK Statutory Instruments 2016 No. 1101

The Electrical Equipment (Safety) Regulation 2016

2014/30/EU

Directive relating to electromagnetic compatibility

UK Statutory Instruments 2016 No. 1091

The Electromagnetic Compatibility Regulation 2016

2011/65/EU

Directive on the restriction of the use of certain hazardous substances in electri-
cal and electronic equipment

UK Statutory Instruments 2012 No. 3032

Restriction of the Use of Certain Hazardous Substances in Electrical and Elec-
tronic Equipment Regulations 2012

2014/53/EU

Directive relating to the making available on the market of radio equipment,
known as Radio Equipment Directive (RED)

UK Statutory Instruments 2017 No. 1206

The Radio Equipment Regulation 2017

2012/19/EU

Directive on waste electrical and electronic equipment

UK Statutory Instruments 2013 No. 3113

Waste Electrical and Electronic Equipment Regulations 2013

2006/66/EC

Directive on batteries and accumulators and waste batteries and accumulators

UK Statutory Instruments 2009 No. 890

Waste Batteries and Accumulators Regulations 2009

1907/2006/EC

Regulation concerning the Registration, Evaluation, Authorisation and Re-
striction of Chemicals

UK Statutory Instruments 2021 No. 904
2020 No. 1577

The REACH Regulation 2021

DGR Dangerous Goods Regulation

2001/95/EC General Product Safety Directive

UK Statutory Instruments 2005 No. 1803 | General Product Safety Regulations 2005

2019/10/EU Market surveillance and compliance of products

1935/2004/EC Regulation on materials and articles intended to come into contact with food
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2011/10/EU Commlss[on Regulation on plastic materials and articles intended to come into
contact with food

2023/2006/EC Comm|55|on Regulahop on good mapufactunng practice for materials and arti-
cles intended to come into contact with food

FUAG Funkanlagengesetz - FUAG (Dieses Gesetz dient der Umsetzung der Richtlinie
2014/53/EU)

Applied Standards:

(Anwendbare Normen / Normes appliquées / Norme applicabili / Toegepaste normen / Normas aplicadas / Normas
aplicadas / Eeappolopeva mpotutra / Standarde aplicate / Primijenjene norme / Uporabljani standardi / Odno$ne
normy / Platné normy / Alkalmazandé szabvéanyok / Taikomi standartai / Piemérojamie standarti / Rakendatud
standardid / Platné normy / Mpunoxumu ctangapt / MpumeHumble ctaHpaptol / Tillimpade standarder /
Galdende standarder / Anvendte standarder / Sovelletut standardit,

Lpiihi pis i) dduial! susleall )

Reference

Name

EN ISO 13485:2016/AC:2018

Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14971:2019

Medical devices. Application of risk management to medical devices

IEC 62366-1:2015+AMD1:2020

Medical Devices - Part 1: Application of usability engineering to medical devices

IEC 62366-2:2016

Medical devices - Part 2: Guidance on the application of usability engineering to medical
devices

ISO 10993-1:2018
EN ISO 10993-1:2020

Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk man-
agement process

ISO 15223-1:2021
EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels, labelling, and infor-
mation to be supplied Part 1 - General Requirements

ISO 17664-2:2021

Processing of health care products — Information to be provided by the medical device
manufacturer for the processing of medical devices — Part 2: Non-critical medical devices

1SO 20417:2021
EN ISO 20417:2021

Medical Devices - Information to be supplied by the manufacturer

With this edition, all former versions become invalid.

Document Template: A-MP03-SP04-FO0058_G
Page: 5/9




medela

DECLARATION OF CONFORMITY

KONFORMITATSERKLARUNG
DECLARATION DE CONFORMITE
DICHIARAZIONE DI CONFORMITA

VERKLARING VAN OVEREENSTEMMING
DECLARACION DE CONFORMIDAD
DECLARAGAO DE CONFORMIDADE

AHAQEH YMMOP®QIHE
DECLARATIE DE CONFORMITATE
IZJAVA O SUKLADNOSTI
IZJAVA O SKLADNOSTI
DEKLARACJA ZGODNOSCI
VYHLASENIE O ZHODE
MEGFELELOSEGI NYILATKOZAT
ATITIKTIES DEKLARACIJA
ATBILSTIBAS DEKLARACIJA
VASTAVUSDEKLARATSIOON
PROHLASENIi O SHODE
NEKNAPALIMSA 3A CbOTBETCTBUE
_ DEKNAPALIUS COOTBETCTBUS
FORSAKRAN OM OVERENSSTAMMELSE
OVERENSSTEMMELSESERKLAERING
SAMSVARSERKLERING
VAATIMUSTENMUKAISUUSVAKUUTUS

@d1 o3Iyl B

Reference Name
IEC 62304:2006 + A1:2015 Medical device software. Software life-cycle processes
ISO 7000:2019 Graphical symbols for use on equipment

IEC 60335-1:2020 ed. 6.0
EN 60335-1:2012+A15:2021

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

CISPR 11:2015 + AMD1:2016 +
AMD2:2019
EN 55011:2016/ A11:2020

Industrial, scientific and medical equipment - Radio-frequency disturbance characteristics -
Limits and methods of measurement

CISPR 14-1:2020
EN IEC 55014-1:2021

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

CISPR 14-2:2020
EN IEC 55014-2:2021

Electromagnetic compatibility - Requirements for household appliances, electric tools and
similar apparatus - Part 2: Immunity - Product family standard

CISPR 32:2015 + AMD1:2019
EN 55032:2015+A11:2020

Electromagnetic compatibility of multimedia equipment - Emission requirements

EN 62233:2008 Measurement methods for electromagnetic fields of household appliances and similar ap-
paratus with regard to human exposure
EN 50106:2008 Safety of household and similar electrical appliances. Particular rules for routine tests re-
ferring to appliances under the scope of EN 60335-1
, Marking of electrical and electronic equipment in accordance with article 11(2) of Directive
EN 50419:2022 2002/96/EC (WEEE)
EN 50663:2017 Generic standard for assessment of low power electronic and electrical equipment related

to human exposure restrictions for electromagnetic fields (10MHz-300GHz)

EN IEC 61000-3-2:2020 ed. 5.1

Electromagnetic compatibility (EMC). Limits. Limits for harmonic current emissions (equip-
ment input current <16 A per phase)

IEC 61000-3-3:2021 ed. 3.2

Electromagnetic compatibility (EMC) - Part 3-3: Limits - Limitation of voltage changes, volt-
age fluctuations and flicker in public low-voltage supply systems, for equipment with rated
current < 16 A per phase and not subject to conditional connection
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Reference

Name

IEC 61558-2-16 ed 2.0
IEC 61558-2-16:2021

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 supply units

IEC 61558-1:2017 ed 3.0
EN IEC 61558-1:2019

Safety of transformers, reactors, power supply units and combinations thereof - Part 1:
General requirements and tests

IEC 62133-2:2017 ed. 1.0
IEC 62133-2:2017/AMD1:2021

Secondary cells and batteries containing alkaline or other non-acid electrolytes - Safety re-
quirements for portable sealed secondary lithium cells, and for batteries made from them,
for use in portable applications - Part 2: Lithium systems

Assessment of the compliance of low power electronic and electrical equipment with the

EN 62479:2010 basic restrictions related to human exposure to electromagnetic fields (10 MHz to 300
GHz)
Electromagnetic compatibility and Radio spectrum Matters (ERM) - Wideband transmis-
EN 300 328:2019 (V2.2.2) sion systems - Data transmission equipment operating in the 2,4 GHz ISM band and using

wide band modulation techniques

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

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

EN 301 489-17:2020 (V3.2.4)

Electromagnetic Compatibility (EMC) standard for radio equipment and services; Part 17:
Specific conditions for Broadband Data Transmission Systems

IEC 63000:2016+AMD1:2022

Technical documentation for the assessment of electrical and electronic products with re-
spect to the restriction of hazardous substances

ment, Transport of Lithium Metal and
Lithium lon Batteries Classification
(DGR 3.9.2.6) UN 3481

IATA Lithium Battery Guidance Docu-

Lithium lon Batteries contained in equipment or Lithium lon Batteries packed with equip-
ment (including lithium ion polymer batteries)

UL 1642 Standard for Lithium Batteries
Transport of dangerous goods - _ .
UN 38.3 (United Nations) Lithium Metal and Lithium lon Batteries
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The product(s) is (are) developed and produced under a quality scheme in conformity with ISO 13485.
Die Produkte werden dem ISO 13485 Qualitdtsmanagementsystem entsprechend entwickelt und produziert.
Les produits sont congus et fabriqués selon une démarche qualité conforme a la norme 1SO 13485.
| prodotti sono sviluppati e realizzati secondo un sistema di qualita conforme alla norma ISO 13485.
De producten worden ontwikkeld en geproduceerd in het kader van een kwaliteitsregeling in overeenstemming met I1SO
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.
To(Ta) mpoidv(ta) avarmriooeral(ovral) Kalr TOPAYETAI(OVTal) OTO TAQICIO OUGTAUATOC TTOIGTNTOC TTOU €ival O€
OUPHOpQwan pe To TTpoTuTIo ISO 13485.
Produsul (Produsele) este (sunt) dezvoltate si fabricate conform unei scheme a calitatii in conformitate cu 1ISO 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/sq opracowane i wyprodukowane zgodnie z systemem zapewnienia jako$ci zgodnym z ISO 13485.
Vyrobky boli vyvinuté a vyrobené podfa systému kvality v stlade s normou ISO 13485.
A terméke(ke)t az ISO 13485 szabvanynak megfeleld 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 1ISO 13485 kvalitates prastbam.
Toode/tooted on arendatud ja toodetud kooskolas standardi ISO 13485 kvaliteedikavaga.
Produkty jsou vyvijeny a vyrabény v ramci systému kvality v souladu s normou ISO 13485.
MpopykTbT(MTE) € (Ca) pa3paboTeH() 1 MPoM3BeAEH(M) MO CXeMa 3a Ka4ecTBo, CboTBeTCTBaLLa Ha ISO 13485.
Pa3paboTka 1 BbiMyCK NpogyKLMM PErynMpYOTCA MporpamMMoi obecrneyeHnst Ka4ecTBa B COOTBETCTBUM CO CTaHAAPTOM
ISO 13485.
Produkterna ar utvecklade och tillverkade enligt ett kvalitetsinitiativ i dverensstdmmelse med 1SO 13485.
Produkterne er udviklet og produceret under en kvalitetsordning i overensstemmelse med ISO 13485.
Produktene er utviklet og produsert under kvalitetskontroll i samsvar med 1SO 13485.
Tuote(Tuotteet) on (ovat) suunniteltu ja valmistettu SO 13485 -laatujarjestelmastandardin vaatimusten mukaisesti.
.13485 1SO [ luse go @8l 455 Bog> dbs e Pl Lgalisly olaibded! HLSGol S
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medela
DECLARATION OF CONFORMITY

KONFORMITATSERKLARUNG
DECLARATION DE CONFORMITE
DICHIARAZIONE DI CONFORMITA

VERKLARING VAN OVEREENSTEMMING
DECLARACION DE CONFORMIDAD
DECLARAGAO DE CONFORMIDADE

AHAQEH YMMOP®QIHE
DECLARATIE DE CONFORMITATE
IZJAVA O SUKLADNOSTI
IZJAVA O SKLADNOSTI
DEKLARACJA ZGODNOSCI
VYHLASENIE O ZHODE
MEGFELELOSEGI NYILATKOZAT
ATITIKTIES DEKLARACIJA
ATBILSTIBAS DEKLARACIJA
VASTAVUSDEKLARATSIOON
PROHLASENIi O SHODE
NEKNAPALIMSA 3A CbOTBETCTBUE
_ DEKNAPALIUS COOTBETCTBUS
FORSAKRAN OM OVERENSSTAMMELSE
OVERENSSTEMMELSESERKLAERING
SAMSVARSERKLERING
VAATIMUSTENMUKAISUUSVAKUUTUS
351 9dIl 51 4B

This declaration of conformity is valid until: 2026-08-24

(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 declaragio de conformidade é valida até / H mapoiuca AfjAwon
Zuppopewaong 1oxve 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 megfeleldségi nyilatkozat érvényessége | Si atitikties deklaracija galioja iki / Sis atbilstibas deklaraci-
jas deriguma termin$ |/ Kéesolev vastavusdeklaratsioon kehtib kuni / Toto prohlaseni o shodé plati do /
Hacrosiwara geknapaums 3a cboTBeTCTBUE € BanuaHa fo | [laHHas geknapaums cOOTBETCTBUA AeCTBUTENbHA
no / Denna deklaration om 6verensstimmelse galler till / Denne overensstemmelseserklaring er gyldig indtil /
Denne samsvarserklaeringen gjelder til / Vaatimustenmukaisuusvakuutuksen voimassaoloaika saakka,

i g Y MY A e Jpenall g 58l e 81 iy Gala ) Y1 138 )

Authorised Signatories:

(Unterschriftsberechtigte / Signataires autorisés / Firmatari autorizzati / Gemachtigde ondertekenaars / Firmantes
autorizados / Signatérios autorizados / E¢ouoiodotnpévor utroypagovreg | Semnatari autorizati / Ovlasteni pot-
pisnici / Pooblas¢eni podpisniki | Sygnatariusze / Opravnené osoby s podpisovym pravom /| Meghatalmazott ala-
irok / |galiotieji pasiraSyti asmenys / Pilnvarotie parakstitaji / Volitatud allakirjutajad / Podpisy opravnénych osob
I YnbnHomouwenu nuua / Moanucu ynonHomoveHHbIx nuy / Auktoriserade undertecknare / Autoriserede signatarer
I Autoriserte underskrivere / Valmistajan puolesta allekirjoittanut, o/ » caat/ Joredgat/ )

Thomas Ertl Judith Bernapdo
Thomas Ertl (Aug 24, 2023 19:26 GMT+2) Judith Bernardo (Aug 24, 2023 16:33 GMT+2)
Thomas Ertl, COO Judith Bernardo, Sn Director Regulatory, PRRC Deputy
Baar/ Switzerland Baar/ Switzerland

Declaration of Conformity effective from: 2023-08-24
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