Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No.) (Year, Month (yyyy/mm) in which the CE mark is affixed )

EU DECLARATION OF CONFORMITY

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address)

declare under our responsibility that the product(s): SCF153

Philips Avent

(brand name) (Type version or model)

Nipple Shield

(product description)

to which this declaration relates is in conformity with the following harmonized standards:

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

| The Notified Body: ~ N/A performed: N/A

| (Name and number)

| .
|and issued the certificate: N/A

| (certificate number)

Remarks: Rationale: the device falls within Class | medical device, therefore the >
conformity assessment by a Notified Body is not Applicable. Py 7

Drachten, 05-Sep-19

(place,date)

A.Speelman, CL Compliance Manager

(signature, name and function)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. /Bericht Nr. ) (Year, Month (yyyy/mm) in which the CE mark is affixed /Jahr der CE
Zeichenerteilung )

EU DECLARATION OF CONFORMITY

(EG - Konformitatserklarung)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Name)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS
(address / Anschrift)

declare under our responsibility that the product(s): SCF153

erklaren als Verantwortliche, daf3 folgende(s) elektrische(n) Produkt(e)

Philips Avent

(brand name, Markenname) (Type version or model, Typenbezeichnung oder Modell )

Nipple Shield

(product description, Produktbezeichnung)

to which this declaration relates is in conformity with the following harmonized standards:

(auf die sich diese Konformitétserklarung bezieht, allen nachstehenden hamonisierten Normen entspricht.)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(Entsprechend den Bestimmungen der)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(und die gemaR eines Qualitatsystems produziert werden, dass mindestens der ISO 9001 oder CENELEC Permanent Documents entspricht)

[Only for Medical Devices produced under a quality scheme at ieast in conformity with EN13485: 1
| The Notified Body: ~ N/A performed: N/A

| (benannte Stelle) (Name and number/ Name und Kennnummer ) (ausgefiihrt) (description of intervention / Beschreibung des Verfahrens) |
[and issued the certificate:  N/A |

|(und stellen das Zertifikat) (certificate number / Zertifikathummer)

Remarks: Rationale: the device falls within Class | medical device, therefore the B3 o
conformity assessment by a Notified Body is not Applicable. 7 ~ 3

Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / Ort, Datum ) (signature, name and function / Unterschrift, Name und Funktion des Unterzeichners )



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Numéro du document) (Year, Month (yyyy/mm) in which the CE mark is affixed / Année/mois
(aaaa/mm) au cours de laquelle le marquage CE a été apposé)

EU DECLARATION OF CONFORMITY

(DECLARATION DE CONFORMITE CE)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Nom de I'entreprise)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adresse)

declare under our responsibility that the product(s): SCF153

(déclarons sous notre propre responsabilité que le(s) produit(s))

Philips Avent

(brand name, nom de la marque) (Type version or model, référence ou modele)

Nipple Shield

(product description, description du produit)

to which this declaration relates is in conformity with the following harmonized standards:

(auquel cette déclaration se rapporte, est conforme aux normes harmonisées suivantes)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :
(conformément aux exigences essentielles et autres dispositions pertinentes de:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(Et sont fabriqués conformément a une qualité au moins conforme a la norme ISO 9001 ou aux Documents Permanents CENELEC)

[Only for Medical Devices produced under a quality scheme at ieast in conformity with EN13485: 1
| The Notified Body: ~ N/A performed: N/A

| (L'Organisme Notifié) (Name and number/ nom et numéro) (a effectue) (description of intervention / description de ‘intervention) |
[and issued the certificate:  N/A |

|(EI a delivré le certificat) (certificate number / numéro du certificat)
>
Remarks: Rationale: the device falls within Class | medical device, therefore the -
conformity assessment by a Notified Body is not Applicable. //
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / lieu, date) (signature, name and function / signature, nom et fonction)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Bocument No. / Documentnummer) (Year, Month (yyyy/mm) in which the CE mark is affixed / Jaar, maand
waarin de CE markering is uitgegeven)

EU DECLARATION OF CONFORMITY

(Europeese Conformiteitsverklaring)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Bedrijfsnaam)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adres)

declare under our responsibility that the product(s): SCF153

(verklaren dat onder onze verantwoordelijkheid de product(en))

Philips Avent

(brand name, merknaam) (Type version or model, typenummer of model)

Nipple Shield

(product description, productbeschrijving)

to which this declaration relates is in conformity with the following harmonized standards:
(waar deze verklaring betrekking op heeft voldoen aan de volgende geharmoniseerde standaarden)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(volgens de voorwaarden van:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(En worden geproduceerd volgens een kwaliteitsprogramma wat minimaal overeenkomt met ISO9001 of de CENELEC permanente documenten)

[Only for Medical Devices produced under a quality scheme at ieast in conformity with EN13485: 1
| The Notified Body: ~ N/A performed: N/A

| (Notified Body) (Name and number/ Naam en nummer) (heeft uitgevoerd) (description of intervention / uitgevoerd testprotocol) |
[and issued the certificate:  N/A |

|(en heeft een certificaat uitgegeven) (certificate number / nummer van het certificaat)

Remarks: Rationale: the device falls within Class | medical device, therefore the B3 o
conformity assessment by a Notified Body is not Applicable. 7 ~ 3

Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / plaats, datum) (signature, name and function / handtekening, naam en functie)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Cislo zpravy) (Year, Month (yyyy/mm) in which the CE mark is affixed / Rok udéléni
znamky CE)

EU DECLARATION OF CONFORMITY

(Prohlaseni o shodé v EU)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Jméno)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adresa)

declare under our responsibility that the product(s): SCF153

(Prohlasujeme na svou odpovédnost, Ze elektricky vyrobek)

Philips Avent

(brand name, znacka) (Type version or model, Typ verze nebo model)

Nipple Shield

(product description, popis vyrobku)

to which this declaration relates is in conformity with the following harmonized standards:

(na né&jz se toto prohlaseni vztahuje, je ve shodé s nasledujicimi harmonizovanymi normami:)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(Nasledovanych ustanovenimi Smérnic:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(A jsou vyrabény v systému fizeni kvality minimalné ve shodé s ISO 9001 nebo)

[Only for Medical Devices produced under a quality scheme at ieast in conformity with EN43485: 1
| The Notified Body: ~ N/A performed: N/A
| (Kompetentni organ) (Name and number/ Nézev a éislo) (provedl) (description of intervention / popis operace)

[ . .
|and issued the certificate: N/A

|(a vydal certifikat,) (certificate number / &islo certifikétu)
Remarks: Rationale: the device falls within Class | medical device, therefore the B3 o
conformity assessment by a Notified Body is not Applicable. 7 ~ 3
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / misto, datum) (signature, name and function / podpis, jméno a funkce)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Rapportnummer) (Year, Month (yyyy/mm) in which the CE mark is affixed / Arstal for
paheeftning af CE-meerkningen)

EU DECLARATION OF CONFORMITY

(EU KONFORMITETSERKL/ZERING)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Virksomhedens navn)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adresse)

declare under our responsibility that the product(s): SCF153
(Erkleerer i henhold til vores ansvar, at de(t) elektriske produkt(er))
Philips Avent

(brand name, navn pa varemaerke) (Type version or model, type eller model)

Nipple Shield

(product description, produktbeskrivelse)

to which this declaration relates is in conformity with the following harmonized standards:

(til hvilke(t) denne erkleering relaterer sig, er i konformitet med falgende harmoniserede standarder)

EN ISO 10993-1:2009 /AC:2010
EN I1SO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(Opfylder de ufravigelige krav og gvrige forskrifter i)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(Og er produceret i en kvalitet, der, som minimum, opfylder kravene i ISO 9001-standarden eller CENELEC's permanente dokumenter)

[Only for Medical Devices produced under a quality scheme at ieast in conformity with EN13485: 1
| The Notified Body: ~ N/A performed: N/A

| (Det Notificerede Organ) (Name and number/ Navn og nummer) (har gennemfert) (description of intervention / beskrivelse af intervention) |
[and issued the certificate:  N/A |

|(09 udstedt erklaeringen) (certificate number / erklaeringsnummer)

Remarks: Rationale: the device falls within Class | medical device, therefore the B3 >
conformity assessment by a Notified Body is not Applicable. 7 =~ 3

Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / sted, dato) (signature, name and function / Signatur, navn og titel)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Documento n°.) (Year, Month (yyyy/mm) in which the CE mark is affixed / Afio en el que
se incluye el marcado CE))

EU DECLARATION OF CONFORMITY

(EU DECLARACION CE DE CONFORMIDAD)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Nombre compaiia )

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / direccioén )

declare under our responsibility that the product(s): SCF153
(Declaramos bajo nuestra propia responsabilidad que el (los) producto(s):
Philips Avent

(brand name, nombre de la marca) (Type version or model, Referencia o modelo)

Nipple Shield

(product description, descripcion del producto )

to which this declaration relates is in conformity with the following harmonized standards:

(Al que hace referencia esta declaracion cumple con las siguientes normas armonizadas)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(Siguiendo las disposiciones relativas a:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(Y se fabrican conforme a una calidad al menos conforme a la norma ISO 9001 o a los Documentos Permanentes CENELEC)

[Only for Medical Devices produced under a quality scheme at ieast in conformity with EN13485: 1
| The Notified Body: ~ N/A performed: N/A
| (El organismo notificado) (Name and number/ Nombre y nimero) (realizador)] (description of intervention / descripcién de la intervencion)

[ . .
|and issued the certificate: N/A

|(Y expidio el certificado) (certificate number / nimero de certificado)

Remarks: Rationale: the device falls within Class | medical device, therefore the B3 o
conformity assessment by a Notified Body is not Applicable. 7 ~ 3

Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / lugar, fecha) (signature, name and function / firma, nombre y cargo )



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Raportti nr.) (Year, Month (yyyy/mm) in which the CE mark is affixed / CE merkinn&n

myontamisvuosi)

EU DECLARATION OF CONFORMITY

(Vaatimustenmukaisuusvakuutus)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Nimi)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS
(address / Osoite)

declare under our responsibility that the product(s): SCF153
(IImoitus seuraavista vastuullamme olevista sahkoétuotteista:)
Philips Avent

(brand name, Brandinimi) (Type version or model, Tyypi, versio tai malli)

Nipple Shield

(product description, Tuotekuvaus)

to which this declaration relates is in conformity with the following harmonized standards:

(Téama vakuutus on yhdenmukainen seuraavien harmonisointistandardien kanssa)

EN ISO 10993-1:2009 /AC:2010
EN I1SO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(Seuraavien méaaraysten mukaisesti)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(Ja on tuotettu seuraavien laatujarjestelmien mukaisesti : ISO 9001 ja CENELEC asiakirjat)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
|
| The Notified Body:  N/A performed: N/A |
| (imoitettu laitos) (Name and number/ Nimi ja numero) (suoritetaan) (description of intervention / toimenpiteen kuvaus) |
| . I
|and issued the certificate: N/A |
|(Todistuksen antaja) (certificate number / Sertifikaatin numero) |
. . . . . . == 7ﬂ
Remarks: Rationale: the device falls within Class | medical device, therefore the -
conformity assessment by a Notified Body is not Applicable. //
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / paikka, paivays) (signature, name and function / Allekirjoitus, nimi ja asema)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Jelentés szama) (Year, Month (yyyy/mm) in which the CE mark is affixed / A CE jelzés
feltlintetésének éve)

EU DECLARATION OF CONFORMITY

(EC MEGFELELOSEGI NYILATKOZAT)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Név)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / cim)

declare under our responsibility that the product(s): ~ SCF153

(Feleléssége tudataban nyilatkozik, hogy az alabbi elektronikai termék(ek))

Philips Avent

(brand name, méarkanév) (Type version or model, Tipusvaltozat vagy modell)
Nipple Shield

(product description, termék megnevezése)

to which this declaration relates is in conformity with the following harmonized standards:

(Az ezen nyilatkozatban foglaltak szerint megfelel(nek) a kdvetkezd harmonizalt szabvanyoknak)

EN ISO 10993-1:2009 /AC:2010
EN I1SO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(Kovetve a kdvetkezd ajanlasokat)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents
(legalébb az ISO 9001-nek megfeleléen vagy)

[Only for Medical Devices produced under a quality scheme at ieast in conformity with EN13485: 1
| The Notified Body: ~ N/A performed: N/A

| (Bejelentett testiilet) (Name and number/ Név és szam) (tefjesitve) (description of intervention / intézkedés leirasa) |
[and issued the certificate:  N/A |

|(é5 a kibocsatott tantsitvany) (certificate number / tanusitvany szama)
>
Remarks: Rationale: the device falls within Class | medical device, therefore the >
conformity assessment by a Notified Body is not Applicable. //
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / hely, datum) (signature, name and function / alairas, név és beosztas)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Report Numero ) (Year, Month (yyyy/mm) in which the CE mark is affixed / Anno di
apposizione della marcatura CE)

EU DECLARATION OF CONFORMITY

(DICHIARAZIONE DI CONFORMITA' CE )

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / denominazione sociale)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / sede)

declare under our responsibility that the product(s): SCF153
(dichiara sotto la propria responsabilita che il /i Prodotto /i elettricoli)

Philips Avent

(brand name, marchio) (Type version or model, modello o versione )

Nipple Shield

(product description, descrizione del prodotto)

to which this declaration relates is in conformity with the following harmonized standards:

(al quale la presente dichiarazione si riferisce € conforme alle seguenti norme tecniche armonizzate)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(secondo le disposizioni della )

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(e i processi produttivi seguono un sistema qualita conforme almeno alla norma ISO 9001 o ai documenti permanenti CENELEC)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A
| (L'ente certificatore notificato) (Name and number/ denominazione e numero) (ha eseguito)  (description of intervention / descrizione dellintervento )

| .
|and issued the certificate: N/A

|(ed emesso il certificato) (certificate number / numero del certificato)
S
Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable. //’
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / luogo e data) (signature, name and function / firma , nome e funzione)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Pranesimo Nr.) (Year, Month (yyyy/mm) in which the CE mark is affixed / Metai, kada CE
patvirtino)

EU DECLARATION OF CONFORMITY

(EC ATITIKTIES DEKLARACIJA)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Pavadinimas)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adresas)

declare under our responsibility that the product(s): SCF153
(Deklaruojame, kad elektronikos gaminys (-iai):)
Philips Avent

(brand name, firmos Zenklo pavadinimas ) (Type version or model, Tipas arba modelis)

Nipple Shield

(product description, gaminio aprasymas)

to which this declaration relates is in conformity with the following harmonized standards:

(Pagal Sig deklaracija atitinka toliau nurodytus standartus:)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(Atitinka tokias nuostatas:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents
(Pagaminta atitinkant visus kokybés reikalavimus pagal ISO 9001 ar CENELEC nuolatinius dokumentus)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A

| (Informuota jstaiga) (Name and number/ Pavadinimas ir numeris) (atlikta) (description of intervention / intervencijos aprasymas) |
|and issued the certificate:  N/A |

|(Sertifikatas iSleistas) (certificate number / sertifikato numeris)
s
Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable. //’
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / vieta, data) (signature, name and function / parasas, vardas, pavardé ir pareigos)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Zinojums Nr) (Year, Month (yyyy/mm) in which the CE mark is affixed / Gads kura CE

zime ieviesta)

EU DECLARATION OF CONFORMITY

(EC deklaracija atbilstiba)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / vards)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adrese)

declare under our responsibility that the product(s): SCF153
(deklarét zem vai atbildiba ka, elektronisks produkts)
Philips Avent

(brand name, fabrikas marka vards) (Type version or model, Tips, versija vai modelis)

Nipple Shield

(product description, produkta apraksts)

to which this declaration relates is in conformity with the following harmonized standards:

(Kam 8i deklaracija atbilst ir apliecinat ar sekojoSiem saskanotiem standartiem)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(Sekojot noteikumiem)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(Tiek razots zem kvalitates sistéma kas ir apstiprinata ar ISO 9001 vai CENELEC pastavoSiem dokumentiem )

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
I
| The Notified Body: ~ N/A performed: N/A |
| (Registréta galvena dala) (Name and number/ vards un numurs) (paveikts) (description of intervention / intervencijas apraksts) |
[ . . I
|and issued the certificate: N/A |
|( Un izveido sertifikatu) (certificate number / sertifikata numurs) |
S
Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable. //’
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / vieta, datums) (signature, name and function / parskts, vards un amatpienakums)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Numer raportu) (Year, Month (yyyy/mm) in which the CE mark is affixed / Rok, w ktérym
oznakowanie CE zostato umieszczone na wyrobie)

EU DECLARATION OF CONFORMITY

(DEKLARACJA ZGODNOSCI UE)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Nazwa)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adres)

declare under our responsibility that the product(s): SCF153
(Deklarujemy na nasza odpowiedzialno$¢, ze urzadzeni(e/a) elektryczne)
Philips Avent

(brand name, marka) (Type version or model, Typ lub model)

Nipple Shield

(product description, nazwa /opis produktu)

to which this declaration relates is in conformity with the following harmonized standards:

(Do ktérego odnosi sig niniejsza deklaracja jest zgodny z nastgpujacymi normami zharmonizowanymi)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :
(Zgodnie z dyrektywami)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents
(oraz zostat wyprodukowany zgodnie ze standardami jako$ciowymi takimi jak ISO9001 lub CENELEC Permanent Documents)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A

| (Jednostka certyfikujaca) (Name and number/ Nazwa i numer) (wykonata) (description of intervention / rodzaj badania) |
|and issued the certificate:  N/A |

|(/ wydata certyfikat) (certificate number / numer certyfikatu)
>
Remarks: Rationale: the device falls within Class | medical device, therefore the >
conformity assessment by a Notified Body is not Applicable. P //’
4
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / miasto, data) (signature, name and function / podpis, imie i nazwisko oraz funkcja)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Relatorio No.) (Year, Month (yyyy/mm) in which the CE mark is affixed / Ano em que a
marca CE é afixada)

EU DECLARATION OF CONFORMITY

(DECLARAGAODE CONFORMIDADE CE)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Nome)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address)

declare under our responsibility that the product(s): SCF153
(Declara sob a sua responsabilidade que o(s) producto(s) eléctricos )
Philips Avent

(brand name, nome da marca) (Type version or model, Indicar versdo ou modelo)

Nipple Shield

(product description, Descricéo do produto)

to which this declaration relates is in conformity with the following harmonized standards:

(Aqueles a quem esta declaragéo se derige, estad em conformidade com as seguintes normas harmonizadas)

EN I1SO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(Na sequéncia do disposto em:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(E sao produzidos sob um regime de qualidade, pelo menos, em conformidade com a norma ISO 9001 ou Documentos Permanentes CENELEC)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A

| (O organismo notificado) (Name and number/ Nome e niimero) (realizada) (description of intervention / descricdo da interveng&o) |
|and issued the certificate: N/A |

| E emitido o certificado) (certificate number / certificado ntimero)
>y
Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable. 74

Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / local, data) (signature, name and function / assinatura, nome e fungo)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Nr. raport) (Year, Month (yyyy/mm) in which the CE mark is affixed / Anul in care
este aplicat marcajul CE)

EU DECLARATION OF CONFORMITY

(DECLARATIE DE CONFORMITATE CE)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Nume)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adresa)

declare under our responsibility that the product(s): SCF153
(Declaram pe proprie raspundere ca produsul (produsele) electric(e))
Philips Avent

(brand name, marca) (Type version or model, Tip sau model)

Nipple Shield

(product description, descriere produs)

to which this declaration relates is in conformity with the following harmonized standards:

(La care se refera aceasta declaratie, este in conformitate cu urmatoarele standarde armonizate)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(In conformitate cu dispozitjile directivelor)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(Si sunt fabricate dupa o schema de calitate conforma cel putin cu standardul ISO 9001 sau Documentele Permanente CENELEC)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A

| (Organismul notificat) (Name and number/ Nume si numér) (a efectuat) (description of intervention / descrierea interventiei) |
|and issued the certificate: N/A |

|( Si a emis certificatul) (certificate number / Numarul certificatului)
>
Remarks: Rationale: the device falls within Class | medical device, therefore the >
conformity assessment by a Notified Body is not Applicable. P //’
4

Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / locul, data) (signature, name and function / semnétura, nume si functie)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Homep npomokona) (Year, Month (yyyy/mm) in which the CE mark is affixed / [0 Hayana
mapkuposku 3Hakom CE)

EU DECLARATION OF CONFORMITY

(CE [Oeknapauusi 0 COOTBETCTBUM)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / KOpuaunyeckoe umsi)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS
(address / agpec)

declare under our responsibility that the product(s): ~ SCF153
(Oeknapvipyem nog Hally OTBETCTBEHHOCTb, YTO ANIEeKTpUYeckast MpoayKLUms)
Philips Avent

(brand name, mopeaoeasi Mapka) (Type version or model, mur, modesns)

Nipple Shield

(product description, onncaHve npoaykumm)

to which this declaration relates is in conformity with the following harmonized standards:

(yKa3aHHa§| B ,ElaHHOIZ Aeknapauum, CooTBeTCTByeT Tpe6OBaHI/I9IM cnefyoowmx CTaHLlapTOBZ)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(B cooTBeTCTBME C NONOXEHNAMMU:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(no kpaviHen mepe, B cootBeTcTBUM C ISO 9001 unu)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A

[ .
|and issued the certificate: N/A

|( u ebinycmur(a) (certificate number / Homep cepmucbukama)

renmiichiikam)

| (Hotudbnumposarhbiii Opra) (Name and number/ HaseaHue u Homep) (nposepun(a))  (description of intervention / onucarue nposepKu) |

Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable.

Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / mecmo, dama) (signature, name and function / nodrnuck, uMs U AOIKHOCMb)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No./ Sprava ¢.) (Year, Month (yyyy/mm) in which the CE mark is affixed / Rok v ktorom
je opatreny znakom CE)

EU DECLARATION OF CONFORMITY

(Rok v ktorom je opatreny znakom CE)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Meno )

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adresa)

declare under our responsibility that the product(s): SCF153

(Prehlasujeme na svoju zodpovednost, Ze elektricky vyrobok(y))

Philips Avent

(brand name, nazov znacky) (Type version or model, Typové oznacenie alebo model)

Nipple Shield

(product description, opis pristroja)

to which this declaration relates is in conformity with the following harmonized standards:

(Na ktory sa toto vyhlasenie vztahuje, je v zhode s nasledujicimi harmonizovanymi normami)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(V nadvéznosti na ustanovenia)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(A su vyrobené systémom kvality minimalne v stlade s normou ISO 9001 alebo CENELEC dokumentmi)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A

| (Notifikovany organ) (Name and number/ Nazov a islo) (vykonal) (description of intervention / opis zasahu) |
|and issued the certificate: N/A |

|(A vydal osvedcenie) (certificate number / Gislo osveddenia)
>y
Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable. //’
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / miesto, datum) (signature, name and function / podpis, meno a funkcia)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Stevilka porotila) (Year, Month (yyyy/mm) in which the CE mark is affixed / Leto namstitve
CE znaka)

EU DECLARATION OF CONFORMITY

(Izjava o skladnosti)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Ime)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / Naslov)

declare under our responsibility that the product(s): SCF153

(S polno odgovornostjo izjavljamo)

Philips Avent

(brand name, Ime znamke) (Type version or model, Tip, verzija ali model)

Nipple Shield

(product description, Opis proizvoda)

to which this declaration relates is in conformity with the following harmonized standards:

(Na katerega se nanas$a ta izjava je skladen z naslednjimi harmoniziranimi standardi)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(V skladu z naslednjimi odlo¢bami)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(In so proizvedeni v skladu s shemo kakovosti najmanj v skladu z ISO 9001 ali CENELEC stalnimi dokumenti)

nly for Medical Devices produced under a quality scheme at least in conformity with EN13485:
[Only for Medical Devi duced und li h I i f i ith EN13485 1
| The Notified Body:  N/A performed: N/A

| (Prigiaseno organ) (Name and number/ Ime in $tevilka) (Izvrseno) (description of intervention / Opis ukrepa )

| .
|and issued the certificate: N/A

I(Izdaja certifikat) (certificate number / Stevilka certifikata)
>y
Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable. //’
C
[
(4
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / Kraj, datum) (signature, name and function / Podpis, Ime in funkcija)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Dékiiman Numarasi) (Year, Month (yyyy/mm) in which the CE mark is affixed / CE Ibaresinin

eklendigi yil (yyyy/aa))

EU DECLARATION OF CONFORMITY

(EU UYGUNLUK BEYANI)

PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / imalatginin ismi)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / imalatginin adresi )

This declaration of conformity is issued under the sole responsibility of

the manufacturer SCF153

(Bu uygunluk beyani yalnizca imalat¢inin kendi sorumlulugu altinda
dizenlenir)

Philips Avent

(brand name, Isim )

Nipple Shield

(product description, Uriin Agiklamas )

(Type version or model, Tip veya model)

to which this declaration relates is in conformity with the following harmonized standards:

(asagida belirtilen ilgili standartlarin gerektirdigi uygunluga sahip oldugunu beyan ederiz)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :
(Yasal huklmler su sekildedir:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(En az ISO 9001 veya CENELEC Daimi Belgelerine uygun kalite semasina binaen mevcut trtnlerdir)

| The Notified Body:  N/A performed: N/A
| (Yetkili Kurut)

(Name and number/ Isin ve numara) (verine getirmistir)  (description of intervention /miidahalenin tanimi ) |
|and issued the certificate: ~ N/A |

I(serﬁﬁkayl diizenlemistir) (certificate number / sertifika numarasi)
>
Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable. 74

Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / Yer ve tarih ) (signature, name and function / Imza, isim ve gérevi)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Broj izvjestaja) (Year, Month (yyyy/mm) in which the CE mark is affixed / Godina
ishodenja CE oznake)

EU DECLARATION OF CONFORMITY

(Izjava o sukladnosti)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / Ime)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS
(address / Adresa)

declare under our responsibility that the product(s): SCF153
(Odgovorno izjavljujemo da je elekti¢ni uredaj(i))
Philips Avent

(brand name, Naziv robne marke) (Type version or model, Tipska oznaka ili model)

Nipple Shield

(product description, opis proizvoda)

to which this declaration relates is in conformity with the following harmonized standards:

(Na koje se ova izjava odnosi zadovoljava sljedec¢e uskladene norme)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :
(Slijedom odredbi:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(najmanje u skladu sa normom 1SO 9001 ili)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A
| (Nadlezno tielo) (Name and number/ Ime i broj) (Izveden) (description of intervention / Opis intervencije)

| .
|and issued the certificate: N/A

|(| izdana je potvrda) (certificate number / Broj potvrde)
s
Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable. //’
C
[
(4
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / Mjesto ,datum) (signature, name and function / Potpis,ime i radno mjesto)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Ap. ékBeong) (Year, Month (yyyy/mm) in which the CE mark is affixed / ETo¢
EMKOAANONG Tou anuarog ouuuépewong CE)

EU DECLARATION OF CONFORMITY

(AHAQZH 2YMMOP®Q3>HZ CE)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / ETTwvupia)

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / AieGBuvan)

declare under our responsibility that the product(s): SCF153
(AnAwvoupe utrelBuva OTI TO NAEKTPOAOYIKG TTPOIdV/ TTPOIGVTA)
Philips Avent

(brand name, ovouaoia uépkag) (Type version or model, Tutrog ék6oong 1 uovréAo)

Nipple Shield

(product description, Treprypa@r TTpoidvTog)

to which this declaration relates is in conformity with the following harmonized standards:

(oTo otoio/ oTa oTToia apopd n TTapovca dAWGCN CUPUOPPOUTAI/ CUPHOPPOUVTAI PE TO EEAG EVOPHOVIOUEVA TTPOTUTIA)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(ZOppwva e TIG DIOTAEEIG TWV 08NYIWV)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(Kai rapdyetai/ rapdyovtal CUPQWVA JE €va TTOIOTIKO TTIPOYPANHA TTOU GUPpop@oUTal, Kat'eAdyioTov, e To pdTuTtro ISO 9001 ) pe Ta Mévipa ‘Eyypaga Tekunpiwong Tng
CENELEC)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A

| (O exdoTromeeis opyaviopse) (Name and number/ Ovouacia kai apiBuég) (ieényaye) (description of intervention / Trepiypagr mapéufacng) |
|and issued the certificate:  N/A |

|( Kar e§édwoe To mmoToTTOINTIKO) (certificate number / apiBuGS MIOTOTOINTIKOU)
. . . . . . - . ﬁ
Remarks: Rationale: the device falls within Class | medical device, therefore the >
conformity assessment by a Notified Body is not Applicable. P > //’
v

Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / 16110G, NUEPOUNVIa) (signature, name and function / uTToypa@r, OVOUaTETTWVULO Kai AgiToupyia)



Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / [lokymeHm Ne) (Year, Month (yyyy/mm) in which the CE mark is affixed / [0duHa Ha
nocmassHe Ha CE mapkuposkama)

EU DECLARATION OF CONFORMITY

(CE [Oeknapauus 3a cCbOTBETCTBYE)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name / me )

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS
(address / agpec)

declare under our responsibility that the product(s): SCF153
(Oexnapvipame Ha Halla OTFTOBOPHOCT, Ye enekTpuieckusiT(te) ypea(n):)
Philips Avent

(Brand name, mbpeaoecka Mapka) (Type version or model, Cepus unu modes)

Nipple Shield

(product description, onvcaHne Ha npopykTa(ute))

to which this declaration relates is in conformity with the following harmonized standards:

(KbM KOWMTO(KOMTO) Ce OTHacCs Tasu Aeknapauusi e(ca) B CbOTBETCTBUE CbC CMeHUTE YCTaHOBEHW CTaHaapTH)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(B cboTBETCTBUE C AVNPEKTUBH:)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(n ca npov3BefeHn NoA cucTeMa 3a kKa4yecTBEH KOHTPON Har-manko B cboteeTcTBre ¢ ISO 9001 mnun)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A
| (Vissectsawuara uicTutyuns) (Name and number/ Vime u Homep) (usebpLuu) (description of intervention / onucaHue Ha nposepkama)

| .
|and issued the certificate: N/A

|( U usdade cepmugpukam) (certificate number / Homep Ha cepmugbuxkama)
Remarks: Rationale: the device falls within Class | medical device, therefore the et 2
conformity assessment by a Notified Body is not Applicable. P //’
4
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / mscmo, dama) (signature, name and function / nodnuc, ume u ATbXHOCM)



EDC EN-SER:

Philips Consumer Lifestyle B.V. pH I ll p S

2400 2019/09

(Document No. / Dokument br.) (Year, Month (yyyy/mm) in which the CE mark is affixed / Godina kada je
dodeljena CE oznaka)

EU DECLARATION OF CONFORMITY

(EU DEKLARACIJA O USAGLASENOSTI)

We, PHILIPS CONSUMER LIFESTYLE B.V.

(Company name /Naziv privrednog drustva )

TUSSENDIEPEN 4, 9206 AD DRACHTEN, THE NETHERLANDS

(address / adresa)

declare under our responsibility that the product(s): SCF153
(izjavljujemo pod punom odgovorno$c¢u da je(su) elektriéni proizvod(i):)
Philips Avent

(brand name, naziv robne marke ) (Type version or model, Verzija tipa ili model)

Nipple Shield

(product description, opis proizvoda )

to which this declaration relates is in conformity with the following harmonized standards:

(na koji se ova deklaracija odnosi u skladu sa slede¢im usaglasenim standardima:)

EN ISO 10993-1:2009 /AC:2010
EN ISO 10993-5:2009

EN ISO 10993-18:2009

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008

following the provisions of :

(U skladu sa odredbama)

93/42/EEC

And are produced under a quality scheme at least in conformity with ISO 9001 or CENELEC Permanent Documents

(I da su proizvedeni prema Semi kvaliteta koja je najmanje u skladu sa ISO 9001 ili CENELEC stalnom dokumentacijom)

[Only for Medical Devices produced under a quality scheme at least in conformity with EN13485: 1
| The Notified Body:  N/A performed: N/A
| (Oviasceno telo) (Name and number/ Naziv i broj) (izvrseno) (description of intervention / opis intervencije)

| .
|and issued the certificate: N/A

I(i izdat sertifikat) (certificate number / broj sertifikata)
>y
Remarks: Rationale: the device falls within Class | medical device, therefore the
conformity assessment by a Notified Body is not Applicable. //’
C
[
(4
Drachten, 05-Sep-19 A.Speelman, CL Compliance Manager

(place,date / potpis, ime i funkcija) (signature, name and function)



