FUJIFILM

FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

en Declaration of Conformity
DC-03153
Manufacturer: FUJIFILM Corporation
(sisnl%l\le) registration number JP-MF-000010401
Address: 26-30, Nishiazabu 2-chome, Minato-ku,

Authorized Representative:

single registration number
(SRN)

Address:
Basic UDI-DI
Trade name

Product(s) name:
Model Number:
Applicable Product Lots:

Classification (MDR, Annex VIII):

Tokyo 106-8620, JAPAN
FUJIFILM Healthcare Europe GmbH

DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
454741020100000000001395M

FUJIFILM

Balloon Controller

PB-30

Serial Number 5V623K001 or later

Class lla (Rule 2)

We, FUJIFILM Corporation, herewith declare in our sole responsibility that the

product(s) identified in this declaration conforms to the provisions of the following
Regulation(s) and Directive(s).

Regulation:

Medical Device Regulation: REGULATION (EU) 2017/745 and their Annexes.
Regulation(EU)2023/1542 (See Annex to EU Declaration of Conformity: BATT-CE-0004-A

or later)

Directive:

RoHS Directive: 2011/65/EU, (EU) 2015/863

Common specifications ('CS'):
No references to any CS

Conformity Assessment Procedure for Regulation (EU) 2017/745:

Annex |X Chapter |, Section 2 and 3 and Chapter |l

Notified Body: TUV Rheinland LGA Products GmbH (the identification number 0197)
Tillystralie 2, 90431 Nurnberg, Germany

EU Certificate for REGULATION (EU) 2017/745: HZ 1194536-1

Place and Date of issue

Signature:

Name:
Function: General Manager,

Kanagawa, JAPAN
2024-07-01

Naotake Mitsumori
Quality Assurance and Regulatory Affairs Division,

Medical Systems Business Division
FUJIFILM Corporation
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FUJHFILM

FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

bg dexnapauus 3a CLOTBETCTBUE

MNMpoussoguTen:

eOUHEeH perucTpaluoHeH HoMmep
(EPH)

Appec:

YnbnHOMOLEH npegcrapuTen.

eAMHeH perncTpauMoHeH HoMep
(EPH)

Apgpec:
Basos UDI-DI
THproBcko HauMeHoBaHue
WUme Ha npoaykTa(uTe):
Homep Ha mopena:
MNMprNoXMMK NPOAYKTOBY NapTUAK:

Knacudpukayusa (MDR, MNpunoxeHve
VI):

DC-03153

FUJIFILM Corpoeration
JP-MF-000010401

26-30, Nishiazabu 2-chome, Minato-ku,
Tokyo 106-8620, JAPAN

FUJIFILM Healthcare Europe GmbH
DE-AR-000040920

Balcke-Duerr-Aliee 6, 40882 Ratingen, Germany
454741020100000000001385M

FUJIFILM

Balloon Controller
PB-30
Homep Ha CepueH 5V623K001 unu no-Hoe

Knac lla {Mpasuno 2)

Hue, FUJIFILM Corporation, ¢ HacTosALWeTo geknapupame Ha CBOSl OTTOBOPHOCT, Ye
naeHTUbULMpaHUAT(MTE) B Tasy deknapauua npoaykr(1) otroBaps(T) Ha pasnopenbuTte Ha
crnegHute PernameHTt(n) u dupektusa(n).

PernameHT:

PernameHT 3a meguuunckute usgenus: PETMAMEHT (EC) 2017/745 n TexHute

MpUNoXeHUA.

PernameHT (EC) 2023/1542 (BikTe npunoxeHUeTo KbM deknapalus 3a cLOTBETCTBUE:!

BATT-CE-0004-A unu no-HoB)
AupekTuea:

RoHS Oupekrusa: 2011/65/EC, (EC) 2015/863

O6wu cneundukayuu (OC)
Hsima npenpaTtky kbm gagenu OC

Mpoueaypa No oueHsBaHe Ha CbOTBETCTBMETO 3a PernameHT (EC) 2017/745;
Mpunoxenue IX, rnaea |, pazgeny 2 u 3 u raea il
Hotuduuyupan TUV Rheinland LGA Products GmbH (the identification number 0197)

OpraH:

Tillystra3e 2, 90431 Nurnberg, Germany

CepTtudpukar Ha EC 3a PEMMAMEHT (EC) 2017/745: HZ 1194536-1

Moanuc: MoanuckT e Beye HanucaHa Ha EN. Buxre EN

MsacTo un paTa Ha usgasaHe

HUme:

Naotake Mitsumori

OnwxHoct: General Manager,

Kanagawa, JAPAN
2024-07-01

Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
FUJIFILM Corporation
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FUJIFILM 50, oAy e, MR

TOKYQ 106-8620 JAPAN

cs Prohlaseni o shodé
DC-03153
Vyrobce: FUJIFILM Corporation
Jediné registraéni gislo (SRN) JP-MF-000010401
Adresa: 26-30, Nishiazabu 2-chome, Minato-ku,
Tokyo 106-8620, JAPAN
Zplnomocnény zastupce: FUJIFILM Healthcare Europe GmbH
Jedine registracni Cislo (SRN) DE-AR-000040920
Adresa: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Zakladni UDI-DI 454741020100000000001395M
Obchodni nazev FUJIFILM
Nézev vyrobku: Balloon Confroller
Modelove cislo: PB-30
Sarze prislusného vyrobku: Sériové &islo 5V623K001 nebo novéjsi

Klasifikace (MDR, pfilocha VIII): Trida lla (pravidlo 2)

My, spoleénost FUJIFILM Corporation, timto na vlastni vyhradni odpovédnost prohlasujeme,
Ze produkt(y) uvedené v tomto prohladeni spliiuji ustanoveni nasledujicich nafizeni a
smérnic(e).

Nafizeni:
Nafizeni o zdravotnickych prostfedcich: NARIZENI (EU) 2017/745 a jejich pilohy.
Nafizeni (EU) 2023/1542 (Viz pfiloha prohlaseni o shodé: BATT-CE-0004-A nebo novéjsi)
Smérnice:
Smernice RoHS: 2011/65/EU, (EU) 2015/863
Spoleéné specifikace (,CS"):
Bez odkazl na kterékoliv CS

Postup posouzeni shody pro nafizeni (EU) 2017/745:
Pfiloha IX KAPITOLY | oddil 2 a 3 a KAPITOLY Il
Oznamenym  TUV Rheinland LGA Products GmbH (the identification number 0197)
Subjektem: Tillystrafle 2, 90431 Nurnberg, Germany
Certifikat EU pro NARIZENI (EU) 2017/745: HZ 1194536-1

Podpis: Podpis je jiz napsan v EN. Viz EN

Misto a datum vydani Jméno: Naotake Mitsumort
Funkce: General Manager,
Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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FUJIFILM oo NS A SN, MRATOR

TOKYO 108-8620 JAPAN

da Overensstemmelseserklaering
DC-03153

Fabrikant: FUJIFILM Corporation

Individuelt

registreringsnummer (Single  JP-MF-000010401

Registration Number - SRN)

Adresse: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

Autoriseret reprasentant: FUJIFILM Healthcare Europe GmbH

Individuelt

registreringsnummer (Single  DE-AR-000040920

Registration Number - SRN)

Adresse: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Grundlaggende UDI-DI 454741020100000000001395M
Handelsnavn FUJIFILM
Navn pa produkt(er): Balloon Controller
Modelnummer: PB-30
Geaeldende produkilots: Serienummer 5V623K001 eller nyere

Klassifikation (MDR, Bilag VIil): Klasse lla (regel 2)

Vi, FUJIFILM Corporation, erklzerer hermed i vores egenansvar, at det eller de produkter, som
er angivet i denne erkleering overholder bestemmelserne i fglgende Forordning(er) og
direktiv(er).

Forordning:
Forordning om medicinsk udstyr: FORORDNING (EU) 2017/745 og deres bilag.
Forordning (EU) 2023/1542 (Se bilag til overensstemmelseserklaering: BATT-CE-0004-A
eller nyere)

Direktiv:
RoHS direktiv: 2011/65/EU, (EU) 2015/863

Feelles specifikationer (‘'CS"):
Ingen henvisninger til nogen CS

Overensstemmelsesvurderingsprocedure for Forordning (EU) 2017/745:
Bilag IX kapitel [, afsnit 2 og 3 og kapitel 1l
Bemyndiget  TUV Rheinland LGA Products GmbH (the identification number 0197)
Organ: Tillystrale 2, 90431 Nilrnberg, Germany
EU-certifikat til FORORDNING (EU) 2017/745: HZ 1194536-1

Udstedelsessted og-dato ~ Underskrift: Underskriften er allerede skrevet pa EN. Se EN
Navn: Naotake Mitsumori
Stilling: General Manager,

Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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F UJ H.‘." LM FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

de Konformitatserklarung
DC-03153

Hersteller: FUJIFILM Corporation

Einmalige

Registrierungsnummer (SRN) JP-MF-000010401

Anschrift: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

Bevolliméchtigter Vertreter: FUJIFILM Healthcare Europe GmbH

Einmalige

Registrierungsnummer {SRN) DE-AR-000040920

Anschrift: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Basis-UDI-DI 454741020100000000001395M
Handelsname FUJIFILM
Name des/der Produki(e): Balloon Controller
Modellnummer: PB-30
Anwendbare Produktlose: Seriennummer 5V623K001 oder héher

Klassifizierung (MDR, Anhang VIIlI); Klasse lla (Regel 2)

Wir, die FUJIFILM Corporation, erkldren hiermit in alleiniger Verantwortung, dass die in
dieser Erklarung angegebenen Produkie den Bestimmungen der folgenden Verordnung(en)
und Richtlinie(n) entsprechen.

Verordnung:
Medizinprodukteverordnung: VERORDNUNG (EU) 2017/745 und ihre Anhédnge.
Verordnung (EU) 2023/1542 (Siehe Anlage zur Konformitatserklarung: BATT-CE-0004-A
oder héher)

Richtlinie:
RoHS-Richtlinie: 2011/65/EU, (EU) 2015/863

Gemeinsame Spezifikationen (GS):
Keine Verweise auf GS

Konformitdtsbewertungsverfahren fiur die Verordnung (EU) 2017/745:
Anhang |X Kapite!l |, Abschnitte 2 und 3 und Kapitel 1]
Benannie TUV Rheinland LGA Products GmbH (the identification number 0197)
Stelle: TillystraRe 2, 90431 Nirnberg, Germany
EU-Zertifikat fliir VERORDNUNG (EU) 2017/745: HZ 1194536-1

Ort und Datum der Unterschrift: Die Unterschrift ist bereits auf EN geschrieben, Siehe EN
Ausstellung Name: Naotake Mitsumori
Funktion: General Manager,
Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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FUJ H:I I_M FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATC-KU,

TOKYO 106-8620 JAPAN
ol AnAwon cUPNOPPWONG
DC-03153
KaragkeuaaTig; FUJIFILM Corporation
fg'gﬁ)g apIBOG kaTaxwpiong JP-MF-000010401
AligvBuvon: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

E€ouaiodotnuévog avrimpdowmos:  FUJIFILM Healthcare Europe GmbH
EvIdiog apliBuog KaTaxwpeIons

(SRN) DE-AR-000040920

AiguBuvon: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Baoiké UDI-DI 454741020100000000001395M
Eptropikr ovopdaoia FUJIFILM
Ovopaoia wpoidvTog(-wv): Balloon Controller
ApIBUOC HovTEAOU: PB-30
loxlouoeg TapTideg TPOoiIdvTOC: ZeIplakées aplBudg SVE23K001 1) HeTayEVECTEPOG
Tagivépunon (MDR, Napdpthua

VI Karnyopia Ila (Kavévag 2)

Epeic, n FUJIFILM Corporation, SnAwvoUHE PE TO TTApOV THV ATTOKAEIOTIKN Hag evBdvn OTI
10(T0) TrPOIOV(-TQ) TroU avdyvwpifovTdl oTnv Trapolod SAAWON CUULOPPWVOVTOL JE TIG
dlardéelg Tou/Tng(Twy) TapaKdTw KavoviopoU(-wv) Kal odnyiag(-iiv).

Kavovieouog:
Kavovigpég yia ta larpotexvoAoyikda poidvra: KANONIZMOZ (EE) 2017/745 kan Ta
TAPAPTAHATA TOU.
Kavoviopog (EE) 2023/1542 (BAéte Tapdptnua tng dnAwaong cuppdppwong: BATT-CE-
0004-A 1 HETAYEVECTEPOG)

Odnyia:
Obdnyia RoHS: 2011/65/EE, (EE) 2015/863

Koiveg padiaypageg («KIM»):
Kauia avagpopd ot Kayia KI1

Aadikaoia exTipnong ¢ cupdpuopewaong yia tov Kavoviopod (EE) 2017/745:
Mapéptnua IX Kepdhaio |, TuRpa 2 kai 3 kai KegdhAaio 1
Kowvotroinuévog TUV Rheinland LGA Products GmbH (the identification number 0197)
Opyaviopag: Tillystra3e 2, 90431 Niirnberg, Germany
Certifikat EU pro NARIZENI (EU) 2017/745: HZ 1194536-1

Témwoc Kall Ruepounvia Yrrovpa(pﬁ:'H uTTOYpPa(®n cxvcxvpcj(cgsml ndn oto ayyAiké
£kBoang gyypago. BA. ayyAiké £yypdpo
Ovoparsmrwvupo: Naotake Mitsumori
idioTnTa: General Manager,
Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation

Kanagawa, JAPAN
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FUJIFILM

FUJIFILM Corporation

2630, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 108-8620 JAPAN

es Declaracion de Conformidad

Fabricante:

namero Unico de registro
(SRN)

Direccion:

Representante autorizado:

namero unico de registro
(SRN})

Direccion:
UDi-DI basico

Nombre comercial

DC-03153

FUJIFILM Corporation
JP-MF-000010401

26-30, Nishiazabu 2-chome, Minato-ku,
Tokyo 106-8620, JAPAN
FUJIFILM Healthcare Europe GmbH

DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
454741020100000000001395M

FUJIFILM

Nombre(s) del (de los)

producto(s):

Numero de modelo: PB-30

Lotes de productos de aplicacion: Numero de serie 5V623K001 o posterior
Clasificacion (MDR, Anexo VIll):  Clase lla (Regla 2}

Nosotros, FUJIFILM Corporation, declaramos por el presente bajo nuestra exclusiva
responsabilidad que el (los) producto(s) identificados en esta declaracién cumple(n) con
las provisiones de lo(s) siguiente(s) Reglamento(s) y Directiva(s).

Balloon Controller

Reglamento;

Reglamento sobre productos sanitarios: REGLAMENTO (UE) 2017/745 y sus Anexos.
Reglamento (UE) 2023/1542 (Ver Anexo a Declaracién de Conformidad: BATT-CE-0004-A o
posterior)

Directiva:
Directiva de RoHS: 2011/65/UE, (UE) 2015/863

Especificaciones comunes ('CS'):.
Ninguna referencia a ninguna CS

Procedimiento de Evaluacién de Conformidad para el Reglamento (UE) 2017/745:
Anexo IX Capitulo I, Seccion 2 y 3 y Capitulo 1l

Organismo TUV Rheinland LGA Products GmbH (the identification number 0197)

Notificado: Tillystrale 2, 90431 Niirnberg, Germany

Certificado de la UE para el REGLAMENTO (UE) 2017/745: HZ 1194536-1

Lugar y fecha de emisién Firma: La firma va figura por escrito en la version en EN. Ver EN

Nombre: Naotake Mitsumori

Cargo: General Manager,
Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
FUJIFILM Corporation

Kanagawa, JAPAN

2024-07-01
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FUJ IFI LM FUJIFILM Corporation
26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYQ 106-8620 JAPAN
et Vastavusdeklaratsioon
DC-03153
Tootja: FUJIFILM Corporation
unikaalne
registreerimisnumber (SRN) JP-MF-000010401
Aadress: 26-30, Nishiazabu 2-chome, Minato-ku,

Volitatud esindaja:

unikaalne
registreerimisnumber (SRN)

Aadress:
P3hi-UDI-DI
Kaubanimi
Toote nimetus:

Mudeli number;
Kehtivad tootepartiid:

Liigitamine (MDR, VIl lisa):

Tokyo 106-8620, JAPAN
FUJIFILM Healthcare Europe GmbH

DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
454741020100000000001395M

FUJIFILM

Balloon Controller
PB-30
Seerianumber 5V623K001 voi uuem

lla klass (2. reegel)

Meie, FUJIFILM Corporation, deklareerime k&esolevaga, vastutades ainuisikuliselt, et
kdesolevas deklaratsioonis kindlaks méaératud toode vastab jargmis(t)e maarus(i) ja

direktiivi{(de) sétetele.

Maarus:

meditsiiniseadmete maadrus: MAARUS (EL) 2017/745 ja selle lisad.
Maarus (EL) 2023/1542 (Vaata vastavusdeklaratsiooni lisa: BATT-CE-0004-A v&i uuem)

Direktiiv:

teatavate ohtlike ainete kasutamise piiramise direktiiv: 2011/65/EL, (EL) 2015/863

Uhtsed kirjeldused:

uhtsetele kirjeldustele viited puuduvad.

Vastavushindamismenetlus maarusele (EL) 2017/745:
IX lisa | peatiiki 2. ja 3. jagu ning Il peatiikk

Teavitatud Asutus:

TUV Rheinland LGA Products GmbH (the identification number 0197)

Tillystral3e 2, 90431 Nirnberg, Germany

Méaé&ruse (EL) 2017/745 ELi sertifikaat: HZ 1194536-1

Allkiri: Allkiri on kirjutatud EN-ile. Vt: EN

Nimi: Naotake Mitsumori

Amet: General Manager,
Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
FUJIFILM Corporation

Véljaandmise koht ja kuupdev

Kanagawa, JAPAN

2024-07-01

8 /26



FUJ IF' LM FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,

TOKYQ 106-8620 JAPAN
f Vaatimustenmukaisuusvakuutus
DC-03153

Valmistaja: FUJIFILM Corporation

rekisterinumero JP-MF-000010401

Osoite: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

Valtuutettu edustaja: FUJIFILM Healthcare Europe GmbH

rekisterinumero DE-AR-000040920

Osoite: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Yksiléllinen UDI-Di-tunniste 454741020100000000001395M
Kauppanimi FUJIFILM
Tuotenimi: Balloon Controller
Mallinumero: PB-30
Soveltuvat tuote-erat: Sarjanumero 5V623K001 tai suurempi

Luokitus (MD-asetus, liite Viil): Luokka lla (saanté 2)

FUJIFILM Corporation ilmoittaa taten yksinomaisella vastuulla, etta tdssa vakuutuksessa
mainitut tuotteet tayttdvat seuraavien asetusten ja direktiivien vaatimukset.

Asetus:
Laakinndllisia laitteita koskeva asetus: ASETUS (EU) 2017/745 ja sen liitteet.
Asetus (EU) 2023/1542 (Katso vaatimustenmukaisuusvakuutuksen liite: BATT-CE-0004-A
tai suurempi)
Direktiivi:
RoHS-direktiivi: 2011/65/EU, (EU) 2015/863
Yhteiset eritelméat:
Ei viitteitd mihink&an yhieiseen eritelm&én

Asetuksen (EU) 2017/745 vaatimuksenmukaisuuden arviointimenettely:
Liite IX, I luku, 2 ja 3 jakso ja Il [uku
lImoitettu TUV Rheinland LGA Products GmbH (the identification number 0197)
laitos: TillystralRe 2, 90431 Niirnberg, Germany
EU-sertifikaatti ASETUKSELLE (EU) 2017/745: HZ 1194536-1

Allekirjoitus: Allekirjoitus on jo kirjoitettu englanninkieliseen
versioon. Katso englanninkielinen versio

Antamispaikka ja pdivimé&éara

Nimi: Naotake Mitsumori
Kanagawa, JAPAN Tehtdva: General Manager,
Quality Assurance and Regulatory Affairs Division,
2024-07-01 Medical Systems Business Division

FUJIFILM Corporation
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FUJIFILM

FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

fr Déclaration de conformite
DC-03153

Fabricant: FUJIFILM Corporation
numeéro d'enregistrement unique
(SRN) JP-MF-000010401
Adresse: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN
Mandataire: FUJIFILM Healthcare Europe GmbH

numero d'enregistrement unique
(SRN)

Adresse:
IUD-ID de base
Dénomination commerciale
Nom du ou des produit(s):

Numéro de modele:
Lots de produit applicables:

Classification (MDR, Annexe VIIl):

DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
454741020100000000001395M

FUJIFILM

Balloon Controller
PB-30
Numeéro de série 5V623K001 ou ultérieur

Classe lla {(Regle 2)

Nous, FUJIFILM Corporation, déclarons par la présente sous notre entiére responsabilité
que le ou les produits identifies dans cette déclaration sont conformes aux dispositions du,
de la ou des réglementi(s) et directive(s) ci-apres.

Reglement :
Réglement des dispositifs médicaux : REGLEMENT (UE) 2017/745 et ses annexes.
Réglement (UE) 2023/1542 (Voir annexe a la déclaration de conformité : BATT-CE-0004-A
ou uitérieur)

Directive:
Directive RoHS: 2011/65/UE, (UE) 2015/863

Spécifications communes (SC):
Aucune référence aux spécifications communes

Procédure d'évaluation de la conformité pour le reglement (UE) 2017/745 :
Annexe IX Chapitre 1, Sections 2 et 3 et Chapitre lll
Organisme TOV Rheinland LGA Products GmbH (the identification number 0197)
Notifie: Tillystrale 2, 90431 Niirnberg, Germany
Certificat UE pour le REGLEMENT (UE) 2017/745: HZ 1194536-1

Lieu et date de Signature: Signature déja apposée sur la version EN. Voir [a version EN

délivrance Nom: Naotake Mitsumori
Fonction: General Manager,
Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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FUJFILM o, KA BCHOME, MAATOA)

TOKYO 108-8620 JAPAN

g Dearbhu Comhréireachta
DC-03153

Mhonarora: FUJIFILM Corporation

uimhir acnair chlarichain

(SRN) JP-MF-000010401

Seoladh: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

lonadai Udaraithe: FUJIFILM Healthcare Europe GmbH

uimhir aonair chlarichain

(SRN) DE-AR-000040920

Seoladh: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
SF-SFU BunuUsach 454741020100000000001395M
Tradainm , FUJIFILM
Ainm an tairge: Balloon Controller
Uimhir an Mhanla: PB-30

Luchtoga Tairge is infheidhme Sraithuimhir 5V623K001 no nios deanai
Aicmit (MDR, larscribhinn VIII}:  Aicme lla (Riail 2}

Dearbhaimidne, FUJIFILM Corporation, faoi iamh inar bhfreagracht faoi leith go
bhfuil an tairge né na tairgi a shainaithnitear sa dearbhu seo i gcomhreireacht leis na
foralacha den Rialachan agus den Treoir seo a leanas.

Rialachan:

Rialach&n maidir le Feisti Leighis: RIALACHAN (AE) 2017/745 agus na hiarscribhinni a

ghabhann leis.

Rialachan (AE) 2023/1542 (Féach an larscribhinn a ghabhann le Dearbh( Comhréireachta:

BATT-CE-0004-A né nios déanai)
Treoir:
Treoir RoHS: 2011/65/AE, (AE) 2015/863
Sonraiochtai comhchoiteanna ((SCanna’):
Nil aon tagairt ar bith d’aon SCanna

Noés imeachta um Meastnu Comhréireachta do Rialachan (AE) 2017/745:
larscribhinn IX Caibidil I, Roinn 2 agus 3 agus Caibidil Il
Comhlacht D4 TUV Rheinland LGA Products GmbH (the identification number 0197)
dtugtar Fogra:  TillystralRe 2, 90431 Nirnberg, Germany
Teastas AE maidir le RIALACHAN (AE) 2017/745: HZ 1194536-1

lonad agus Déta eisitina Sinit: Ta an siniu le fail in EN cheana. Féach EN

Ainm:  Naotake Mitsumori
Feidhm: General Manager,

Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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F UJ =F I I— M zéj-‘:{:,FP:ILSmAg:;E;;?‘gzg MINATO-KU,

TOKYO 106-8620 JAPAN
hr |zjava o sukladnosti
DC-03153
Proizvodag: FUJIFILM Corporation
jedinstveni registracijski broj
(SRN) JP-MF-000010401
Adresa: 26-30, Nishiazabu 2-chome, Minato-ku,
Tokyo 106-8620, JAPAN
Ovlasteni predstavnik: FUJIFILM Healthcare Europe GmbH
jedinstveni registracijski broj
(SRN) DE-AR-000040920
Adresa: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Osnovni UDI-DI 454741020100000000001395M
Trgovadko ime FUJIFILM
Ime proizvoda: Balloon Controller
Broj modela: PB-30

Primjenjivi oznaka serije proizvoda: Serijski broj 5V623K001 ili kasniji
Razvrstavanja (MDR, Prilog VIII):  Klasa lla (Pravilo 2)

Mi u u tvrtki FUJIFILM, ovime odgovarno izjavljujemo da su proizvodi navedeni u ovoj izjavi
u skladu s odredbama sljedecée Uredba (e) i direktive (i).

Uredba:
Uredba o medicinskom proizvodu: UREDBA (EU) 2017/745 i njezini Prilozi.
Uredba (EU) 2023/1542 (Pogledajte Dodatak Izjavi o sukladnosti: BATT-CE-0004-A ili
kasniji)
Direktiva:
RoHS Direktiva: 2011/65/EU, (EU) 2015/863
Zajednicke specifikacije (CS):
Nema reference na bilo koje CS

Postupak ocjenjivanja sukladnosti za Uredbu (EU) 2017/745:
Prilog IX. Poglavlje I., odjeljci 2. i 3. i Poglavlje IlI
Prijavijeno TUV Rheinland LGA Products GmbH (the identification number 0197)
Tijelo: Tillystralke 2, 90431 Niurnberg, Germany
EU certifikat za UREDBA (EU) 2017/745: HZ 1194536-1

Potpis: Vet je potpisanc na EN. Vidi EN

Mijesto i datum izdavanja izjave

Ime: Naotake Mitsumori
Polozaj: General manager,
Kanagawa, JAPAN Quality Assurance and Regulatory Afairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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F UJ IF I l. M FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYQ 106-8620 JAPAN

hu Megfeleléseégi nyilatkozat
DC-03153

Gyarténak: FUJIFILM Corporation

egyedi regisztraciés szam JP-MF-000010401

Cim: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

Meghatalmazott képviseldjének: FUJIFILM Healthcare Europe GmbH

egyedi regisziracios szam DE-AR-000040920

Cim: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Alapveté UDI-DI 454741020100000000001395M
Kereskedelmi név FUJIFILM
Terméknév: Balloon Controller
Modellszam: PB-30
Alkalmazandd termék tételek: Sorozatszam 5V623K001 vagy késdébbi

Osztalyozas (MDR, VIil. melléklet): |la osztaly (2. szabalykhoz}

Vallalatunk, a FUJIFILM Corporation nevében ezennel kizardlagos feleldsségiinkre kijelentjiik,
hogy a jelen nyilatkozatban megjeldlt termék(ek) megfelel(nek) a kbévetkezd rendelet(ek) és
iranyelv(ek) rendelkezéseinek.

Rendelet:
Orvostechnikai eszk6zokrdl sz616 rendelet: AZ EU 2017/745 RENDELETE és annak
mellékletei.
Az Eu 2023/1542 rendelete (Lasd a megfeleléségi nyilatkozat mellékletét: BATT-CE-0004-A
vagy késobbi)

Iranyelv:
RoHS iranyelv: 2011/65/EU, (EU) 2015/863

Egységes elbirasok:
Nincs hivatkozas egységes elbirasra

Megfeleldéségértékelési eljaras az EU 2017/745 rendelete;
IX. Melléklet |. fejezet, 2. és 3. szakasz, valamint Il|
Bejelentett TUV Rheinland LGA Products GmbH (the identification number 0197}
Szervezet: Tillystrale 2, 90431 Nurnberg, Germany
EU tanasitvany (RENDELETE (EU) 2017/745): HZ 1194536-1

Kiallitasanak helye és datuma Aldiras: Az alairasér lasd az angol nyvelv(i valtozatof.

Név: Naotake Mitsumori
Beoszias: General Manager,
Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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FU J IFI l_M FUJIFILM Corporation

26-30, NISHIAZABU 2.CHOME, MINATO-KU,
TOKYO 108-8620 JAPAN

s Samraemisyfirlysing
DC-03153

Framleidandi: FUJIFILM Corporation

stakt skraningarnumer (SRN)  JP-MF-000010401

Heimilisfang: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

Vidurkenndur fulltrai: FUJIFILM Healthcare Europe GmbH

stakt skraningarnimer (SRN) DE-AR-000040920

Heimilisfang: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Grunn UDI-DI 454741020100000000001395M
Verslunarheiti FUJIFILM
Vérunafn: Balloon Controller
Tegundar numer; PB-30
Videigandi véruhlutar; Radnumer 5V623K001 eda sidar
Flokkun (MDR, Vidauki VIII): Flokkur lla (Regla 2)

Vid, FUJIFILM Corporation, lysum pvi meé 6liu a okkar abyrgd a® varan/vérurnar sem
tilgreindar eru i pessari yfirlysingu samraemist akvaedum eftirfarandi reglugerda og tilskipana.

Reglugerd:
Reglugerd um laekningataski: REGLUGERD (ESB) 2017/745 og tilheyrandi viaukar.
Reglugerd (ESB) 2023/1542 (Sja vidauka vid samreemisyfirlysingu: BATT-CE-0004-A eda
sidar)

Tilskipun:
RoHS Tilskipun: 2011/65/ESB, (ESB) 2015/863

Algengar forskriftir:
Engar tilvisanir & neinar algengar forsendur

Adferd vid samraemismat reglugerdar (ESB) 2017/745:
Vidauka IX. Kafli |, 2. og 3. kafli, og Kafli I}}
Tilkynntur TUV Rheinland LGA Products GmbH (the identification number 0197)
adili: TillystralRe 2, 90431 Niirnberg, Germany
ESB vottord fyrir REGLUGERD (ESB) 2017/745: HZ 1194536-1

e . Undirskrift: Undirskriftin er begar skrifud & EN. Sja EN
Utgafustadur og dagsetning  Nafn: Naotake Mitsumor

Stada: General Manager,

Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
’ Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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F UJ H:l |_ M FUJIFILM Corporation

26-30, NISHIAZABU 2.CHOME, MINATO-KU,
TOKYO 108-8620 JAPAN

it Dichiarazione di conformita
DC-03153

Fabbricante: FUJIFILM Corporation

Numero di registrazione unico JP-MF-000010401

Indirizzo: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

Mandatario: FUJIFILM Healthcare Europe GmbH

Numero di registrazione unico DE-AR-000040920

Indirizzo: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
UDI-DI di base 454741020100000000001395M
Denominazione commerciale FUJIFILM
Nome del prodotto: Balloon Controller
Numero di modello: PB-30
Lotti di prodotto applicabili: Numero di serie 5V623K001 o successivo
Classificazione (MDR, Allegatc

VIl Classe lla (Regola 2)

Con il presente atto FUJIFILM Corporation dichiara sotto la propria esclusiva responsabilita
che il/i prodotto/i identificato/i in questa dichiarazione &/sono conforme/i alle disposizioni dei
seguenti regolamenti e direttive.

Regolamento:
Regolamento relativo ai dispositivi medici: REGOLAMENTO (UE) 2017/745 e relativi
Allegati.
Regolamento (UE) 2023/1542 (Vedi allegato alla dichiarazione di conformita: BATT-CE-
0004-A o successivo)

Direttiva:
Direttiva RoHS: 2011/65/UE, (UE) 2015/863

Specifiche comuni (‘SC"):
Nessun riferimento ad alcuna SC

Procedura di valutazione della conformita per il Regolamento (UE) 2017/745:
Allegato |X Capo |, Sezioni 2 e 3 e Capo lll

Organismo TUV Rheinland LGA Products GmbH (the identification number 0197)

Notificato: Tillystrafle 2, 90431 Niurnberg, Germany

Certificato UE per REGOLAMENTO (UE) 2017/745: HZ 1194536-1

Luogo e data di rilascio Firma: La firma & gia riportata sulla versione EN. Vedere la versione EN
Nome: Naotake Mitsumori
Funzione: General Manager,
Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation

Kanagawa, JAPAN
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FUJ E‘FI I_M . FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,

TOKYO 106-8620 JAPAN
It Atitikties deklaracija
DC-03153

Gamintojas: FUJIFILM Corporation

Unikalusis registracijos

AUMeris JP-MF-000010401

Adresas: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

|galiotasis atstovas: FUJIFILM Healthcare Europe GmbH

Unikalusis registracijos

numeris DE-AR-000040920

Adresas: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Bazinis UDI-DI 454741020100000000001395M
Prekybinis pavadinimas FUJIFILM
Gaminio (-iy) pavadinimas (-ai): Balloon Controller
Modelio numeris: PB-30
Taikomos Gaminio siuntos: Serijos numeris 5V623K001 arba naujesnis

Klasifikacija (MDR, VIIl priedas): lla klasé (2 taisykle)

Mes, ,FUJIFILM Corporation®, Siuo dokumentu visiSka savo atsakomybe deklaruojame, kad
deklaracijoje nurodytas gaminys (-iai) atitinka tolesnio reglamento (-u) ir direktyvos (-u)
nuostatas.

Reglamentas:
Medicinos prietaisy reglamentas: REGLAMENTAS (ES) 2017/745 ir priedai.
Reglamentas (ES) 2023/1542 (Zr. atitikties deklaracijos prieda: BATT-CE-0004-A arba
naujesnis)
Direktyva:
Direktyva dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje
apribojimo: 2011/65/ES, (ES) 2015/863
Bendrosios specifikacijos:
Néra nuorody j jokias bendrasias specifikacijas

Atitikties jvertinimo procediira pagal reglamentg (ES) 2017/745:
IX priedo | skyriaus 2 ir 3 skirsniai ir Hll skyrius
Notifikuotoji TUV Rheinland LGA Products GmbH (the identification number 0197)
|staiga: Tillystrae 2, 90431 Nirnberg, Germany
ES REGLAMENTO (ES) 2017/745 sertifikatas: HZ 1194536-1

Parasas: Paradas jau yra dokumente angly kalba. Zr. Dokumenta
angly kalba
I\D/ardgs ir péwardélz '\Nnaotake Mitsumori
areigos: General Manager,
Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation

[§davimo vieta ir data
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FUJIFILM

FUJIFILM Corporation

26-30, NISHIAZABU 2.CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

lv Atbilstibas deklaracija

Razotajs:
vienotais registracijas numurs
(VRN)

Adrese:

Pilnvarotais parstavis:

vienotais registracijas numurs
(VRN)

Adrese:
Pamata UDI-DI

Tirdzniecibas nosaukums

lzstradajuma(u) nosaukums:
Modeja numurs:

Piemérojamas produktu partijas:
Klasificédana (MDR, VIII
Pielikums):

DC-03153

FUJIFILM Corporation
JP-MF-000010401

26-30, Nishiazabu 2-chome, Minato-ku,
Tokyo 106-8620, JAPAN
FUJIFILM Healthcare Europe GmbH

DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
454741020100000000001395M

FUJIFILM

Balloon Controller

PB-30

Sérijas numurs 5V623K001 or later

Klase lla {Noteikums 2)

Més, FUJIFILM Corporation, ar $o pilna atbildiba pazinojam, ka $aja deklaracija
identificétais (-ie) produkts (-i) atbilst sekojosajiem noteikumiem Regula(-s) un Direktiva (-

s).
Regula:

Medicinas ierices regula: REGULA (ES) 2017/745 un tas pielikumi.
Regula (ES) 2023/1542 (Skatit pielikumu atbilstibas deklar&cijai: BATT-CE-0004-A vai vélak)

Direktiva:

RoHS direktiva: 2011/65/ES, (ES) 2015/863

Kopigas specifikacijas (‘'KS"):

Nav atsauksmju uz nekadiem KS

Atbilstibas novért&Sanas procediira Regulai (ES) 2017/745:
IX pielikuma | nodalas 2. un 3. iedala un lll nodala

Pazinota
Struktira:

TUV Rheinland LGA Products GmbH (the identification number 0197)
Tillystrafle 2, 90431 Niurnberg, Germany

ES sertifikats REGULAI (ES) 2017/745: HZ 1194536-1

lzdoganas vieta un datums

Kanagawa, JAPAN

2024-07-01

Paraksts: Paraksts jau ir uzrakstits uz EN. Skatit EN
Vards:

Amats: General Manager,

Naotake Mitsumori
Quality Assurance and Regulatory Affairs Division,

Medical Systems Business Division
FUJIFILM Corporation
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FUJIFILM

FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATC-KU,
TOKYQO 105-8620 JAPAN

mt Dikjarazzjoni ta’ Konformita

Manifattur:

numru ta’ registrazzjoni uniku
(SRN)

Indirizz:

Rapprezentant Awtorizzat:

numru ta’ registrazzjoni uniku
(SRN})

Indirizz:
UDI-DI Baziku
Isem kummerdéjali
Isem il-Prodott(i):
Numru tal-Mudell:
Lottijiet ta’ Prodotti Applikabbli:

Klassifikazzjoni (MDR,
Anness VII):

DC-03153

FUJIFILM Corporation
JP-MF-000010401

26-30, Nishiazabu 2-chome, Minato-ku,
Tokyo 106-8620, JAPAN

FUJIFILM Healthcare Europe GmbH
DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
454741020100000000001395M

FUJIFILM

Balloon Controller
PB-30
Numru tas-Serje 5V623K001 jew aktar tard

Klassi lla {(Regola 2)

Ahna, FUJIFILM Corporation, b'dan niddikjaraw ir-responsabbilta unika taghna i |-
prodott(i) identifikat(i) fdin id-dikjarazzjoni jikkonforma(w) mad-dispozizzjonijiet tar-
Regolament(i) u tad-Direftiva/i li gejjin.

Ir-Regolament:

Ir-Regolament dwar Apparati Medi¢i: IR-REGOLAMENT (UE) 2017/745 u I-Annessi tieghu.
Ir-Regolament (UE) 2023/1542 (Ara I-Anness ghad-Dikjarazzjoni ta’Konformita: BATT-CE-

0004-A jew aktar tard)
Id-Direttiva:

Id-Direttiva dwar ir-RoHS: 2011/65/UE, (UE) 2015/863

Specifikazzjonijiet komuni ("SK”):
L-ebda referenza ghal xi SK

Proéedura ta’ Valutazzjoni tal-Konformita ghar-Regolament (UE) 2017/745:
Anness X Kapitolu |, Tagsima 2 u 3 u Kapitolu I

Korp
Notifikat:

TUV Rheinland LGA Products GmbH (the identification number 0197)
TillystraBBe 2, 90431 Nirnberg, Germany

Certifikat tal-UE ghar-REGOLAMENT (UE) 2017/745: HZ 1194536-1

Post u Data tal-hrug

Firma; [I-firma hija diga miktuba fl-EN. Ara I-EN

Isem:

Funzjoni:

Kanagawa, JAPAN

2024-07-01

Naotake Mitsumori

General Manager,

Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division

FUJIFILM Corporation
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FUJIFILM

Fabrikant:

uniek registratienummer (single
registration number - SRN)

Adres:

Gemachtigde:

uniek registratienummer (single
registration number - SRN)

Adres:
Basic UDI-DI
Handelsnaam
Naam van product{en):

Modelnummer:
Toepasselijke productlots:

Classificatie (MDR, Bijlage VIII):

FUJIFILM Corporation

26-30, NISHIAZABU 2.CHOME, MINATO-KU,
TOKYO 108-8620 JAPAN

nl Conformiteitsverklaring

DC-03153

FUJIFILM Corporation
JP-MF-000010401

26-30, Nishiazabu 2-chome, Minato-ku,
Tokio 106-8620, JAPAN

FUJIFILM Healthcare Europe GmbH
DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
454741020100000000001395M

FUJIFILM

Balloon Controller

PB-30

Serienummer 5V623K001 of later

Klasse lla (Regel 2)

Wij, FUJIFILM Corporation, verklaren hierbij conform onze eigen verantwoordelijkheid dat
het/de product(en) die in deze verkiaring worden geidentificeerd, in naleving zijn van de
bepalingen van de volgende Verordening{en) en Richtlijn(en).

Verordening:

Verordening inzake medische hulpmiddelen: VERORDENING (EU) 2017/745 en de Bijlagen

ervan.

Verordening (EU) 2023/1542 (Zie bijlage bij conformiteitsverklaring: BATT-CE-0004-A of

later)
Richtlijn:

Richtlijn inzake RoHS: 2011/65/EU, (EU) 2015/863
Gemeenschappelijke specificaties ("GS"):

Geen verwijzingen naar GS

Conformiteitsbeoordelingsprocedure voor Verordening (EU) 2017/745:
Bijlage IX Hoofdstuk |, Afdelingen 2 en 3 en Hoofdstuk llI

Aangemelde
Instantie:

TUV Rheinland LGA Products GmbH (the identification number 0197)
Tillystralle 2, 90431 Nirnberg, Germany

EU-certificaat voor VERORDENING (EU) 2017/745: HZ 1194536-1

Plaats en datum van

Handtekening: De handtekening is al geschreven op EN. Zie EN

afgifte

Naam: Naotake Mitsumori

Functie: General Manager,

Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
FUJIFILM Corporation

Kanagawa, JAPAN
2024-07-01
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F UJ H:l l_ M FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

o Samsvarserklzering
| DC-03153

Progfugept: . . FUJIFILM Corporation

|(rédR|\|r\||c)luelt registreringsnummer JP-MF-000010401

Adresse: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

Autorisert representant; FUJIFILM Healthcare Europe GmbH

|(réd R“Iquelt registreringsnummer DE-AR-000040920

Adresse: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
(EJE;‘_:{I'JQI)”tStyrS'de”t'f'kasjonSROde 454741020100000000001395M
Handelsnavn FUJIFILM
Navn pa produki(er): Balloon Controller
Modell Nummer: PB-30
Gjeldende Produktparti: Serienummer 5V623K001 eller senere

Klassifikasjon (MDR, Vedlegg VIIl):  Klasse lla (Regel 2)

Vi, FUJIFILM Corporation, erkleerer herved pa vart eget ansvar at de produkt(ene} som er
identifisert i denne erkieeringen er i samsvar med bestemmelsene i det felgendeForordning(er)
og Direktiv(er).

Forordning:

Forordning om medisinsk utstyr; FORORDNING (EU) 2017/745 med vedlegg.

Forordning (EU) 2023/1542 (Se vedlegg til samsvarserklaering: BATT-CE-0004-A eller
senere)

Direktiv:

RoHS direktiv: 2011/65/EU, (EU) 2015/863
Felles spesifikasjoner ('CS'):

Ingen referanser til CS

Samsvarsvurderingsprosedyre for Forordning (EU) 2017/745:
Vedlegg IX kapittel 1, avsnitt 2 og 3 og kapittel [il
Meldt organ:  TUV Rheinland LGA Products GmbH (the identification number 0197)
TillystralRe 2, 20431 Nirnberg, Germany
EU-sertifikat for FORORDNING (EU) 2017/745; HZ 1194536-1

Signatur: Signaturen er pa EN-versjonen. Se EN-versjonen

Sted og dato for utstedelse

Navn: Naotake Mitsumori
Stilling:  General Manager,
Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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FUJIFILM o5, NG A CHOME, MNATONL

TOKYQ 106-8620 JAPAN

pl Deklaracja zgodnoéci
DC-03153

Producent: FUJIFILM Corporation

niepowtarzalny numer

rejestracyjny JP-MF-000010401

Adres: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokio 106-8620, JAPAN

Upowazniony przedstawiciel: FUJIFILM Healthcare Europe GmbH

Niepowtarzalny numer

rejestracyjny DE-AR-000040920

Adres: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Kod Basic UDI-DI 454741020100000000001395M
Nazwa handlowa FUJIFILM
Nazwa produkiu: Balloon Controller
Model wyrobu: PB-30
Wiasciwe numery serii; Numer seryjny 5V623K001 lub pdzniejszy

Klasyfikacja (MDR, Zatacznik VIII):  Kiasa lla (Reguta 2)

My, FUJIFILM Corporation, niniejszym oéwiadczamy, na naszg wylgczng odpowiedzialnos¢,
ze produkty wskazane w niniejszej deklaracji spelniajg zasadnicze wymogi nastepujacych
rozporzadzen i dyrektyw.

Rozporzgdzenia:
Rozporzadzenie w sprawie wyrobdéw medycznych: ROZPORZADZENIE (UE) 2017/745 z
zatacznikami.
Rozporzadzenie (UE) 2023/1542 (Patrz zatgcznik do deklaracji zgodnosci: BATT-CE-0004-A
lub pézZniejszy)

Dyrektywy:
Dyrekiywa RoHS 2011/65/UE, (UE) 2015/863

Wspolne specyfikacje:
Brak odniesien do jakichkolwiek wspolnych specyfikaciji

Procedury oceny zgodnosci dla Rozporzadzenia (UE) 2017/745:
Zatacznik IX rozdziat |, sekcje 2 i 3 oraz rozdziat Il
Jednostka TUV Rheinland LGA Products GmbH (the identification number 0197)
Notyfikowana: TillystralBe 2, 90431 Niirnberg, Germany
Certyfikat UE dla ROZPORZADZENIA (UE) 2017/745: HZ 1194536-1

Miejsce i data wydania Podpis: Podpis zlozony na wersji EN. Patrz wersja EN.
Imig | nazwisko: Naotake Mitsumori
Stanowisko: General Manager,
Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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FUJ H:l LM FUJIFILM Corporation

28-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

pt Declaragcao de Conformidade
DC-03153

Fabricante: FUJIFILM Corporation

nimero Unico de registo (SRN)  JP-MF-000010401

Endereco: 26-30, Nishiazabu 2-chome, Minato-ku,

Téquio 106-8620, JAPAN

mandatario: FUJIFILM Healthcare Europe GmbH

ndmero Unico de registo (SRN)  DE-AR-000040920

Endereco: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
UDI-DI Basico 454741020100000000001395M
Nome comercial FUJIFILM
Nome do(s) produto(s): Balloon Controller
Numero do modelo: PB-30
Lotes de Produto Aplicaveis: Namero de serie 5V623K001 ou posterior

Classificagdo (MDR, Anexo VIII): Classe lla (Regra 2)

Nés, FUJIFILM Corporation, pelo presente declaramos por nossa exclusiva
responsabilidade de que o(s) produto(s) identificado(s) nesta declaragéao se encontra{m)
em conformidade com as disposigdes dos seguintes Regulamento(s) e Diretiva(s).

Regulamento:
Regulamento de Dispositive Médico: REGULAMENTO (UE) 2017/745 e os seus Anexos.
Regulamento (UE) 2023/1542 (Vide Anexo & Declaragédo de Conformidade: BATT-CE-0004-
A ou posterior)

Diretiva:
Diretiva RoRS: 2011/65/UE, (UE) 2015/863

Especificagbes comuns ('EC'):
Sem referéncias a qualquer EC

Procedimento de Avaliagao da Conformidade para o Regulamento (UE) 2017/745:
Anexo IX Capitulo |, Seg¢do 2 e 3 e Capitulo llI

Organismo TUV Rheinland LGA Products GmbH (the identification number 0197)

Notificado: Tillystralle 2, 90431 Nirnberg, Germany

Certificado da UE para REGULAMENTO (UE) 2017/745: HZ 1194536-1

Local e Data de emissdo  Assinatura: A assinatura ja esta escrita em EN. Ver EN
Nome: Naotake Mitsumori
Cargo: General Manager,

Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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FUJIFILM

ro

Producator:

Numar unic de inregistrare
{(SRN)
Adresa:

Reprezentant autorizat:

Numar unic de inregistrare
(SRN)

Adresa:
UDI-DI de baza
Denumire comerciala
Nume produs(e):
Numarul de model:
Loturi de produse aplicabile:

Clasificare (MDR, Anexa VIII);

FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

Declaratie de conformitate

DC-03153

FUJIFILM Corporation
JP-MF-000010401

26-30, Nishiazabu 2-chome, Minato-ku,
Tokyo 106-8620, JAPAN

FUJIFILM Healthcare Europe GmbH

DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
454741020100000000001395M

FUJIFILM

Balloon Controller

PB-30

Numarul de serie 5V623K001 sau ulterior

Clasa lla (Regula 2)

Noi, FUJIFILM Corporation, declaram prin prezenta, pe proprie raspundere, ca produsul(ele)
identificat(e) Tn aceasta declaratie este(sunt) in conformitate cu prevederile
urmatorului(urmatoarelor) regulament(e) si urmatoarei(urmatoarelor) directive.

Regulament:
Regulamentul privind dispozitivele medicale: REGULAMENTUL (UE) 2017/745 si Anexele
sale.
Regulamentul (UE) 2023/1542 (Vezi Anexa la Declaratia de conformitate: BATT-CE-0004-A
sau ulterior)

Directiva:
Directiva RoHS: 2011/65/UE, (UE) 2015/863

Specificatii comune (,CS"):
Nicio referinta la vreo CS

Procedura de evaluare a conformitatii pentru Regulamentul {(UE) 2017/745;
Anexa |X capitolul I, sectiunile 2 si 3 si capitolul llI
Organism TOV Rheinland LGA Products GmbH (the identification number 0197)
Notificat: Tillystralle 2, 90431 Nlrnberg, Germany
Certificat UE pentru REGULAMENTUL (UE) 2017/745: HZ 1194536-1

Semnatura: Semnétura este deja inscrisa pe varianta EN.
Consultati varianta EN
Nume: Naotake Mitsumori
Functie: General Manager,
Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
FUJIFILM Corporation

Locul si data emiterii

Kanagawa, JAPAN

2024-07-01
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FUJIFILM | a0, KA SHONE, WRATOA

TOKYO 106-8620 JAPAN

sk Vyhiasenie o zhode
DC-03153

Vyrobca: FUJIFILM Corporation

jediné registragné Eislo (SRN) JP-MF-000010401

Adresa: 26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

Splnomocneny zastupca: FUJIFILM Healthcare Europe GmbH

jediné registracné &islo (SRN) DE-AR-000040920

Adresa: Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
Zakladny UDI-DI 454741020100000000001395M
Obchodny nazov FUJIFILM
Néazov vyrobku: Balloon Controller
Cislo modelu: PB-30
Prislusne distribucne sarze vyrobku: Seriove Cislo 5V623K001 alebo nasledujlce
Klasifikacia (MDR, priloha Vill): Trieda lla (pravidlo 2)

My, spolocnost FUJIFILM Corporation, tymto vyhlasujeme na svoju vyhradnt zodpovednost, Zze
vyrobok (vyrobky) uvedené v tomto vyhlaseni vyhovuje ustanoveniam nasledujiceho '
nariadenia(ni) a smernice(ic).

Nariadenie:
Nariadenie o zdravotnickych poméckach: NARIADENIE (EU) 2017/745 a prilohy.
Nariadenie (EU) 2023/1542 (Pozri prilohu k vyhlaseniu o zhode: BATT-CE-0004-A alebo
nasledujlce)

Smernica:
Smernica RoHS: 2011/65/EU, (EU) 2015/863

Spoloéné Specifikacie {,CS"):
Ziadne odkazy na CS

Postup posudzovania zhody pre nariadenie (EU) 2017/745:
Priloha 1X kapitola | oddiel 2 a 3 a kapitola 11l
Notifkovana  TUV Rheinland LGA Products GmbH (the identification number 0197)
Osoba: Tillystral’e 2, 90431 Nirnberg, Germany
Certifikat EU pre NARIADENIE (EU) 2017/745: HZ 1194536-1

Miesto a datum vydania Podpis: Podpis sa vZdy pige po anglicky. Pozrite si analicky

Meno: Naotake Mitsumori
Funkcia: General Manager,
Kanagawa, JAPAN Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
2024-07-01 FUJIFILM Corporation
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FUJHFILM

FUJIFILM Corporation

26-30, NISHIAZABU 2.CHOME, MINATO-KU,
TOKYO 108-8620 JAPAN

s Izjava o skladnosti

Proizvajalec:
Enotna registracijska Stevilka
Naslov:

Poobla&éeni predstavnik:
Enotna registracijska stevilka

Naslov:
Osnovni UDI-DI
Trgovsko ime
Ime izdelka:

Stevilka modela:
Zadevne partije izdelka:

Razvricanje (MDR, priloga VI}):

DC-03153

FUJIFILM Corporation

JP-MF-000010401

26-30, Nishiazabu 2-chome, Minato-ku,

Tokyo 106-8620, JAPAN

FUJIFILM Healthcare Europe GmbH
DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany

454741020100000000001395M
FUJIFILM

Balloon Controller

PB-30

Serijska Stevilka 5V623K001 ali novejSa
Razred lla (Pravilo 2)

V druzbi FUJIFILM Corporaticn izjavljamo na lastno odgovornost, da so izdelki, identificirani v
tej izjavi, skladni z dolo€bami naslednjih uredb in direktiv.

Uredba:

Uredba o medicinskih pripomogkih: UREDBA (EU) 2017/745 in njihove priloge.
Uredba (EU) 2023/1542 (Glej prilogo k izjavi o skladnosti: BATT-CE-0004-A ali novejSa)

Direktiva:

Direktiva RoHS: 2011/65/EU, (EU} 2015/863

Skupne specifikacije:

Ni referenc na skupne specifikacije

Postopek ugotavljanja skladnosti za uredbo (EU) 2017/745:
Priloga [X, poglavje |, oddelka 2 in 3 ter poglavje Il
Prigladeni TUV Rheinland LGA Products GmbH (the identification number 0197)
Organ: TillystralBe 2, 90431 Nirnberg, Germany
Potrdilo EU za UREDBO (EU) 2017/745: HZ 1194536-1

Podpis: Podpis ie Ze vpisan na EN. Glejte EN

Ime: Naotake Mitsumori

Funckeija: General manager,
Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
FUJIFILM Corporation

Kraj in datum izdaje

Kanagawa, JAPAN

2024-07-01
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FUJIFILM

FUJIFILM Corporation
26-30, NISHIAZABU 2-CHOME, MINATO-KU,

TOKYO 106-8620 JAPAN
sv Forsakran om Gverensstammelse
DC-03153
Tillverkare: FUJIFILM Corporation
(EsugﬁTed-registreringsnummer JP-MF-000010401
Adress: 26-30, Nishiazabu 2-chome, Minato-ku,

Auktoriserad representant:

Eudamed-registreringsnummer
(SRN)

Adress:
Grundldggande UDI-DI
Handelsnamn
Produktnamn:

Modellnummer:
Tillampliga produktpartier:

Klassificering (MDR, Bilaga VIII):

Tokyo 106-8620, JAPAN
FUJIFILM Healthcare Eurcpe GmbH

DE-AR-000040920

Balcke-Duerr-Allee 6, 40882 Ratingen, Germany
454741020100000000001395M

FUJIFILM

Balloon Controller

PB-30

Serienummer 5V623K001 eller senare

Klass lla (Regel 2)

Vi, FUJIFILM Corporation, forsakrar harmed pa vart eget ansvar att den/de

produkt(er) som identifieras i denna férsdkran éverensstdmmer med bestdmmelserna
i foljande férordning(ar) och direktiv.

Férordning:

Farordningen om medicintekniska produkter: FORORDNING (EU) 2017/745 och deras

bilagor.

Férordning (EU) 2023/1542 (Se bilaga till forsdkran om éverensstammelse: BATT-CE-0004-

A eller senare)
Direktiv:

RoHS-direktivet: 2011/65/EU, (EU) 2015/863

Gemensamma specifikationer ("GS"):

Inga referenser till nagra GS

Forfarande fér bedémning av éverensstdmmelse fér Férordning (EU) 2017/745:
Bilaga IX kapitel |, avsnitt 2 och 3 och kapitel Hi

Anmalt
Organ:

TUV Rheinland LGA Products GmbH (the identification number 0197)
Tillystrake 2, 90431 Nirnberg, Germany

EU-certifikat fsr FORORDNING (EU) 2017/745: HZ 1194536-1

Ort och datum for

Namnteckning: Namnteckningen &r redan skriven pd EN. Se EN

utfardande

Namn:

Naotake Mitsumori

Befattning: General Manager,

Kanagawa, JAPAN
2024-07-01

Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
FUJIFILM Corporation
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