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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU Declaration of Conformity
No. MD1002-DOC/ Rev-05

Manufacturer

Notified Body for Regulation (EU) 2017/745
Name: TUV SUD Product Service GmbH

EU certificate
Certificate No.: G10 003955 0010 Rev. 01

We hereby declare that under our sole responsibility aforementioned objects comply with the
provisions of the national law transposing aforementioned EU legislation.
All supporting documentation is retained under the premises of the manufacturer.

Signature ﬁ"‘/»uéfo SOLEL R e
Printed name Hiroyuki Tokunaga. .. ... ..
Title Director of In_Vitro Diagnostics Division ...
Place and date of issue Ehime, Japan, 2024-06-20 ...
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Authorised Representative in EU

Company Name PHC Europe B.V.

Address Eikdonk 1, 4825 AZ, Breda, The Netherlands

SRN NL-AR-000002692
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pPHC

PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU Declaration of Conformity
No. MD1002-DOC/ Rev-05

Intended purpose:

This device is an electrical, auto-injector that is used with a dedicated Dose Dispenser Cartridge (DDC)
under a home healthcare environment. The injector is for the self-injection of a subcutaneous dose of
Tumor-Necrosis Factor inhibitors in the DDC. Patients are separately prescribed the DDC by healthcare

professionals.

Additional Information:
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English version.



pPHC

PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japén

DECLARACION UE DE CONFORMIDAD
N.° MD1002-DOC/ Rev-05

Fabricante

Denominacion del producto: Dispositivo de inyeccion Nombre comercial: _EnbhrelP’SMARTCLIC®

Organismo notificado para el Reglamento (UE) 2017/745
Nombre: TUV.SUD Product Service GmbH

Certificado CE
N.° de certificado: G10 003955 0010 Rev. 01

Por la presente declaramos bajo nuestra exclusiva responsabilidad que los objetos arriba
mencionados cumplen las disposiciones de la Ley nacional por la que se incorpora al ordenamiento
nacional la legislacién UE arriba mencionada.

Toda la documentacion de soporte se conserva en las instalaciones del fabricante.

Firma Hiroyuki Tokunaga ...
Nombre en letra de imprenta Hiroyuki Tokunaga, . . .
Cargo Director de la In_Vitro Diagnostics Division. .
Lugar y fecha de emision Ehime, Japon, 2024:06-20 ...

Representante autorizado en la UE

Nombre de la empresa PHC Europe B.V

Direccién Eikdonk 1, 4825 AZ, Breda, The Netherlands

SRN NL-AR-000002692
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pPHC

PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japén

DECLARACION UE DE CONFORMIDAD
N.° MD1002-DOC/ Rev-05

Fin previsto:

Este dispositivo es un dispositivo de auto-inyeccidén eléctrico que se utiliza junto con un Cartucho
dispensador de dosis especi co en un entorno de atencién sanitaria en el hogar. El inyector sirve para la
auto-inyeccion de una dosis subcutdnea de inhibidores del Factor de necrosis tumoral en la
combinacion medicamento-dispositivo. Los profesionales sanitarios recetan por separado a los

pacientes la combinacion medicamento-dispositivo.

Informacién adicional:

Normas aplicadas para la Directiva 2011/65/UE: _EN IEC 63000:2018

Normas aplicadas para la Directiva 2014/53/UE: _EN 300 328 V2.2.2
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU-Konformitatserklarung
Nr. MD1002-DOC/ Rev-05

Hersteller

Benannte Stelle fir Verordnung (EU) 2017/745
Name: TUV SUD Product Service GmbH

EG-Zertifikat
Zertifikatsnummer: G110 003955 0010 Rev. 01

Wir erklaren hiermit, dass die zuvor genannten Gegenstande unter unserer alleinigen Verantwortung die
nationalen gesetzlichen Bestimmungen einhalten, die ber die zuvor genannten EU-Rechtsvorschriften
hinausgehen.

Die gesamte unterstiitzende Dokumentation wird auf dem Betriebsgelédnde des Herstellers aufbewahrt.

Unterschrift Hiroyuki Tokunaga ... . ... ...
Name in Druckbuchstaben Hiroyuki Tokunaga. .. . o
Titel _Direktor der In_Vitro Diagnostics Division ...
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Bevollméachtigter in der EU

Firmenname  PHC Europe B.V.

Adresse Eikdonk 1, 4825 AZ, Breda, The Netherlands

SRN NL-AR-000002692
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU-Konformitatserklarung
Nr. MD1002-DOC/ Rev-05

Zweckbestimmung:

Dieses Gerdt ist ein elektrischer Auto-Injektor, der mit einer dedizierten Dosis-Dispenser-Patrone (DDP)
in einer hauslichen P-egeumgebung verwendet wird.
Der Injektor dient zur Selbstinjektion einer subkutanen Dosis von Tumor-Nekrosefaktor-Hemmern aus

der DDP. Patienten wird die DDP von medizinischem Fachpersonal separat verschrieben.

Zuséatzliche Informationen:
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

AHAQZH ZYMMOP®Q2HX EE

KaTtaokeuaoTig

Koivotroinpévog opyaviouoég yia tov Kavovioué (EE) 2017/745
Emwvupia: _TUV. SUD Product Service GmbH
AievBuvon: _Ridlerstral3e 65, 80339 Minchen, Germany

Me Tnv Tapoloa dnAwvoups OTI HE ATTOKAEIOTIKN MOG €UBUVN Ta TTPOAVAPEPBEVTA AVTIKEIMEVA
oupHop@WVOoVTal HE TIG dlaTddelg TG €BVIKAG vouoBeoiag, o1 otroieg atmoppéouv ammd TRV
mpoavapepbeioa vopobeoia Tng EE.

OAa Ta SikaioAoynTiKd £yypa@a @UAGACOOVTAI OTIG EYKATAOTACEIG TOU KATAOKEUAOTH.

YToypagn _Hiroyuki Tokunaga, ...
Ovopa ohoypdapwg _Hiroyuki Tokunaga ... .
1d16TNTa .. AiguBuvTig Tou In Vitro Diagnostics Division

Toémog kal nuepopnvia ékdoong  Ehime, Japan, 2024-06-20
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EouciodoTtnpévog avtirpéowTrog otnv EE
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

AHAQZH ZYMMOP®Q2HX EE

MpoBAetrépevn xpnon:

To TTpoidv auTo €ival Pia NAEKTPIKY, GUTOUATN CUOKEUR QUTOXOPNYOUNEVNC £VECNC TTOU XPNOIUOTIOIEITAI
ME TNV €I0IKN QUaIyya Hiac dOoNC OE OIKIOKO UYEIOVOMIKO TTEPIBAAAOV. H ouokeury autoxopnyoupevnc
éveanc TTpoopileTal yia Tn xopnynon Miac utroddpiac ddonc avaoToAéwy Tou TTapAyovTa VEKPWONC
oykou (TNF), o1 otroiol TrepiéxovTal oTn QUOIyya piac ddonc. H guolyya piac d6onc cuvtayoypagei al

yia KABe aoBevr EeXwPIOTA ATTo £TTAYYEAPATIEC UYEIaC.

MpbéobeTeg TTANPOPOPIES:

Eg@apuoopuéva mmpdtutra yia Tnv Odnyia 2011/65/EE: _EN IEC 63000:2018

Epapuoouéva rpéTutra yia Tnv Odnyia 2014/53/EE: _EN 300 328 V2.2.2
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

Déclaration de conformité UE
No MD1002-DOC/ Rev-05

Fabricant
Nom : __PHC Corporation In Vitro Diagnostics Division

Organisme notifié dans le cadre du réglement (UE) 2017/745
Nom : _TUV. SUD Product Service GmbH

Certificat CE
N° du certificat :  G10 003955 0010 Rev. 01

Nous déclarons que, sous notre seule responsabilité, les objets susmentionnés sont conformes
aux dispositions de la législation nationale transposant les I|égislations européennes
susmentionnées.

Tous les documents justificatifs sont conservés dans les locaux du fabricant.

Signature Hiroyuki Tokunaga ... .. ...
Nom en majuscules Hiroyuki Tokunaga ...
Titre Directeur de la In Vitro Diagnostics Division .

Lieu et date de publication Ehime, Japan, 2024-06-20
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Représentant autorisé dans 'UE
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pPHC

PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

Déclaration de conformité UE
No MD1002-DOC/ Rev-05

Destination du produit :

Cet appareil est un auto-injecteur électrique utilisé avec une cartouche distributrice de doses (CDD)
dédiée dans le cadre de soins de santé a domicile. L’injecteur est congu pour I'auto-injection d’'une dose
sous-cutanée d’inhibiteurs du facteur de nécrose tumorale contenus dans la CDD. La CDD est prescrite

séparément aux patients par les professionnels de santé.

Informations supplémentaires :
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PHC Corporation
In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japén

Dichiarazione di conformita UE
N. MD1002-DOC/ Rev-05

Fabbricante

Organismo notificato perRegolamento (UE) 2017/745
Nome: _TUV SUD Product Service GmbH

Certificato CE
N. certificato: _G10 003955 0010 Rev. 01

Dichiariamo sotto la nostra responsabilita esclusiva che gli oggetti indicati sono conformi alle
disposizioni di legge nazionali che recepiscono le suddette normative UE.
Tutta la documentazione di supporto € conservata presso la sede del fabbricante.

Firma Hiroyuki Tokunaga ...
Nome stampato Hiroyuki Tokunaga ... . .
Funzione Direttore di In Vitro Diagnostics Division .
Luogo e data di rilascio Ehime, Japan, 2024-06-20 .
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Mandatario in UE

Nome azienda PHC Europe B.V

Indirizzo Eikdonk 1, 4825 AZ, Breda, The Netherlands.
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PHC Corporation
In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japén

Dichiarazione di conformita UE
N. MD1002-DOC/ Rev-05

Destinazione d'uso:

Questo & un dispositivo elettrico per autoiniezione utilizzabile con un‘apposita cartuccia dosatrice in
ambiente sanitario domestico. Il dispositivo elettrico per autoiniezione & destinato
all‘autosomministrazione di una dose sottocutanea di inibitori del fattore di necrosi tumorale nella

cartuccia dosatrice. Ai pazienti & prescritta separatamente la cartuccia dosatrice dagli operatori sanitari.

Informazioni supplementari:

Norme applicate 2011/65/UE: EN IEC 63000:2018

Norme applicate 2014/53/UE: _EN 300 328 V2.2.2
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU-conformiteitsverklaring
Nr. MD1002-DOC/ Rev-05

Fabrikant

Aangemelde instantie voor Verordening (EU) 2017/745
Naam: _TUV. SUD Product Service GmbH
Adres: _Ridlerstrale 65, 80339 Munchen, Germany

EG-certificaat
Certificaatnr.: _G10 003955 0010 Rev. 01

Hierbij verklaren wij dat bovengenoemde voorwerpen onder onze uitsluitende
verantwoordelijkheid voldoen aan de bepalingen van de nationale wetgeving tot omzetting van
bovengenoemde EU-wetgevingen.

Alle ondersteunende documentatie wordt bewaard ten kantore van de fabrikant.

Handtekening Hiroyuki Tokunaga ... ...
Naam in blokletters Hiroyuki Tokunaga. .
Titel Directeur van In Vitro Diagnostics Division

Plaats en datum van afgifte ~ Ehime, Japan, 2024-06-20
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Gemachtigd vertegenwoordiger in de EU

Bedrijfsnaam PHC Europe B.V
Adres _Eikdonk 1, 4825 AZ, Breda, The Netherlands_
SRN NL-AR-000002692

Pagina 1 of 2



pPHC

PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU-conformiteitsverklaring
Nr. MD1002-DOC/ Rev-05

Beoogd doel:

Dit apparaat is een elektrische automatische injecteerder die wordt gebruikt met een speciale
doseerpatroon in een thuiszorgomgeving. De injecteerder is bedoeld voor de zelnjectie van een
subcutane dosis Tumor-Necrosis Factor-remmers in de doseerpatroon. Patiénten krijgen de

doseerpatroon afzonderlijk voorgeschreven door zorgspecialisten.

Aanvullende informatie:
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

Declaragao UE de conformidade
N.° MD1002-DOC/ Rev-05

Fabricante

Organismo notificado para o Regulamento (UE) 2017/745
Nome: TUV SUD Product Service GmbH

Certificado CE
N.° do certificado: G10 003955 0010 Rev. 01

Declaramos desta forma que, sob nossa exclusiva responsabilidade, os objetos acima
mencionados estdo em conformidade com as disposi¢fes da legislacdo nacional que transpde
as legislacdes da UE acima mencionadas.

Toda a documentacdo de apoio é retida nas instalagdes do fabricante.

Assinatura Hiroyuki Tokunaga ... . .
Nome impresso Hiroyuki Tokunaga ...
Titulo Director da Divisdo de Diagndsticos In Vitro

Local e data de emisséo Ehime, Japan, 2024-06-20

*kkkkkkkhhkk *kkkkkkkkkkhhhhx *% *kkkkkkkhhhhhhhrkhkrxkx *kkkkkkkhhkk *kkkkkkkkkkkhhkx *% *kkkkkkkhkhhhhhkhrikx *kkkk

Representante autorizado na UE

SRN NL-AR-000002692
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

Declaragao UE de conformidade
N.° MD1002-DOC/ Rev-05

Finalidade pretendida:

Este dispositivo € um autoinjetor elétrico que € usado com um cartucho dispensador de dose dedicado
sob um ambiente domiciliar de saude.

O injetor é para a autoinjecdo de uma dose subcuténea de inibidores de fator de necrose tumoral no
cartucho dispensador de dose. O cartucho dispensador de dose é prescrito separadamente aos

pacientes por prossionais de saude.

Informagéo adicional:
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

Declaratie de conformitate UE
Nr. MD1002-DOC/ Rev-05

Producator

.................................................

Organism notificat pentru Regulamentul (UE) 2017/745
Nume: TUV SUD Product Service GmbH

Certificat CE
Nr. certificat: G10 003955 0010 Rev. 01

Declaram prin prezenta, pe raspunderea noastra exclusiva, ca obiectele mai sus mentionare sunt
conforme cu prevederile legislatiei nationale cu transpunerea legislatiei UE mai sus mentionate.
Toate documentele justificative sunt pastrate la sediul producatorului.

Semnatura Hiroyuki Tokunaga ...
Numele tiparit Hiroyuki Tokunaga, ...
Titlu Director de In_Vitro Diagngstics Division_ ...
Locul si data emiterii Ehime, Japan, 2024-06-20_ ...
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Reprezentant autorizat in UE

Nume companie PHC Europe B.V

Adresa Eikdonk 1, 4825 AZ, Breda, The Netherlands

SRN NL-AR-000002692
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

Declaratie de conformitate UE
Nr. MD1002-DOC/ Rev-05

Scopul prevazut:

Acest dispozitiv este un dispozitiv de auto-injec ie, electric, care este utilizat cu un Cartus
distribuitor de doza (CDD) dedicat, in mediul medical de acasa. Dispozitivul de injec ie este
pentru auto-injectarea unei doze subcutanate de inhibitori de factor de necroza tumorala din
CDD. Pacien ilor li se prescrie separat CDD-ul de catre profesionistii din domeniul medical.

Informatii suplimentare:
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PHC Corporation
In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU-vaatimustenmukaisuusvakuutus
Nro MD1002-DOC/ Rev-05

Valmistaja
Nimi PHC Corporation. In_Vitro Diagnostics_Division

lImoitettu laitos (EU) 2017/745
Nimi:  TUV.SUD Product Service GmbH

EY-todistus
Todistuksen numero: G10 003955 0010 Rev. 01

Taten vakuutamme yksinomaisella vastuullamme, ettd edellda mainitut kohteet vastaavat kansallisen
lain sdannoksia osana edelld mainittua EU-lainsaadantoa.
Kaikkia todentavia asiakirjoja sailytetdan valmistajan hallinnassa.

Allekirjoitus Hiroyuki Tokunaga ... . ...,
Nimi painokirjaimin Hiroyuki Tokunaga . ...
Tehtava Johtaja of In Vitro Diagnostics Division ..

Vakuutuksen antopaikka ja paivd  Ehime, Japan, 2024-06-20

*kkkkkkkkhkkkkk *kkkkkkkkkk *kk *kkkkkkkkkk *kkkkk kkkk

Valtuutettu edustaja EU:n alueella

Yhtion nimi PHC EUIODE BN e,
Osoite Eikdonk 1, 4825 AZ, Breda, The Netherlands. ...

Rekisterinumero NL-AR-000002692
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pPHC

PHC Corporation
In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU-vaatimustenmukaisuusvakuutus
Nro MD1002-DOC/ Rev-05

Kayttotarkoitus:

Tama laite on sahkdinen automaatti-injektori, jota kaytetdan siihen kuuluvan annostelusailion kanssa
kotona tapahtuvassa hoidossa. Injektori on tarkoitettu annostelusailidssa olevan tuumorinekroositekijan
inhibiittoreiden tietyn annoksen itse tehtavaan pistdmiseen. Terveydenhoitohenkilot ovat erikseen

ohjeistaneet potilaita annostelusailion kaytosta.

Lisatietoja:
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PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU-forsdakran om dverensstammelse
Nr MD1002-DOC/ Rev-05

Tillverkare

Anmalt organ for EU-férordning 2017/745
Namn: TUV SUD Product Service GmbH

Vi forklarar harmed under eget ansvar att ovannamnda foremal foljer bestammelserna i den
nationella lagen som inférlivar ovannamnda EU-lagstiftning.
All styrkande dokumentation forvaras i tillverkarens lokaler.

Namnteckning Hiroyuki Tokunaga ... . ...
Namnfortydligande Hiroyuki Tokunaga ... . . .
Befattning _Direktor for_In Vitro Diagnostics Division .
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Auktoriserad representant inom EU

Foretagsnamn PHC Europe B.V.

Adress Eikdonk 1, 4825 AZ, Breda, The Netherlands

SRN NL-AR-000002692
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pPHC

PHC Corporation

In Vitro Diagnostics Division
2131-1 Minamigata, Toon, Ehime, 791-0395, Japan

EU-forsdakran om dverensstammelse
Nr MD1002-DOC/ Rev-05

Avsett andamal:

Denna enhet ar en elektrisk autoinjektor som ska anvandas med en sarskild dosdispenserpatron i en
hemlik vardmiljo. Injektorn &r avsedd for sjalvinjicering av en subkutan dos av hammare av
tumornekrosfaktor i dosdispenserpatronen. Dosdispenserpatronen forskrivs separat till patienter av

sjukvardspersonalen.

Ytterligare information:
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