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SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

AEKNAPALNA 3A CbOTBETCTBUE C MUBNCKBAHUATAHAEC  (BG)
1. Mogen No.: UP-D25MD

2. Wme v agpec Ha yMbHOMOLLEHNS Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
npencraBuTen Ha NPON3BOAUTENS: Belgium

3. 3aHacTtoswarta geknapauus 3a Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
CbOTBETCTBME OTFTOBOPHOCT HOCU
€ONHCTBEHO Npon3BoaANTENAT:

4. TlpegmeT Ha geknapauusaTa: Digital Color Printer

5. TlNpeameTbT Ha Aeknapauusita, KOWTo e onucaH no-rope, € B CbOTBETCTBUE C:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. KoraTo e NpunoxuMo ce n3non3sa no3oBaBaHe Ha CbOTBETHUTE XapMOHW3MPaHW CTaHA4APTW UMK NpenpaTky KbM
TexHu4YeckunTe cneuudukauum, No OTHOLLEHNE Ha KOUTO ce AeKnapupa CbOTBETCTBMETO:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018
7. KoraTo e Npunoxvmmo, UMe 1 HoMep Ha HOTUULMPAHUST OpraH, ONUcaHNe Ha U3BBbPLLEHOTO U cepTUdMKaT:

8. [onbrHutenHa uHdopmauus:

Knacudpukaums Class |, MDR Annex VIII

Basos UDI-DI: 4901780PrinterBA

Mpoussogmten SRN :  JP-MF-000014553

YnbnHOMOLLEH BE-AR-000007876

npegctasuten SRN:

MpoekTnpaHo Printing a hard copy from medical imaging systems for reference use only

npegHasHadeHue (
MpenHasHayeHne no

NpoeKT)
Akcecoap (1) -
3abenexka -
Moanuc 3a n oT umeTo Ha: Sony Corporation
Tokyo, 2021-11-04
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Homep Ha 2021EU02240
yaocTtoBepeHue:

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU PROHLASENI O SHODE (CS)
1. Model &: UP-D25MD

2. Jméno a adresa vyrobce nebo jeho  Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
zplnomocnéného zastupce: Belgium

3. Toto prohlaseni o shodé vydal na Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
vlastni odpovédnost vyrobce:

4. Predmét prohlaseni: Digital Color Printer
5. VySe popsany pfedmét prohlaSeni je ve shodé s:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Kde je to vhodné, odkazy na pfislusné harmonizované normy, které byly pouzity nebo odkazy na technické specifikace, na
jejichz zakladé se shoda prohlasuje:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Kde je to vhodné, oznameni jména a €isla notifikovaného organu, popis intervence a osvédceni:

8. Dodate¢né informace:

Klasifikace: Class |, MDR Annex VIII
Zéakladni UDI-DI: 4901780PrinterBA
Vyrobce SRN: JP-MF-000014553
Zmocnénym BE-AR-000007876
zastupcem SRN:
Zamysleny ucel: Printing a hard copy from medical imaging systems for reference use only
PrisluSenstvi: -
Poznamka(y): -
Podepsano jménem: Sony Corporation
Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referenéni ¢islo: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU-OVERENSSTEMMELSESERKLARING (DA)
1. Model nr.: UP-D25MD
2. Navn og adresse pa fabrikantens Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930
bemyndigede repraesentant: Zaventem, Belgium

3. Denne overensstemmelseserklaering  Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
udstedes pa fabrikantens ansvar:

4. Erkleringens genstand: Digital Color Printer

5. Genstanden for erkleeringen, som beskrevet ovenfor, er i overensstemmelse med:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. Hvor det er relevant, referencer til de relevante anvendte harmoniserede standarder eller referencer til de tekniske
specifikationer, som der erkleeres overensstemmelse med:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018
7. Hvor det er relevant, det bemyndigede organs navn og nummer, beskrivelse af aktiviteten og udstedt attest:

8. Supplerende oplysninger:

Klassificering: Class |, MDR Annex VIII

Grundlaeggende UDI- 4901780PrinterBA

Dl:

Producent SRN: JP-MF-000014553

Autoriseret BE-AR-000007876

repraesentant SRN:

Tilsigtet formal: Printing a hard copy from medical imaging systems for reference use only
Tilbehgr: -

Noter: -

Underskrevet for og pa vegne Sony Corporation

af:
Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Reference nr.: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU-KONFORMITATSERKLARUNG (DE)
1. Modell Nr: UP-D25MD
2. Name und Anschrift des Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
Bevollm&chtigten des Herstellers: Belgium

3. Die alleinige Verantwortung fir die Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
Ausstellung dieser
Konformitatserklarung tragt der
Hersteller:

4. Gegenstand der Erklarung: Digital Color Printer
5. Der oben beschriebene Gegenstand der Erklarung erfiillt die Vorschriften der:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Gegebenenfalls Angabe der einschldgigen harmonisierten Normen, die zugrunde gelegt wurden, oder Angabe der
technischen Spezifikationen, fiir die die Konformitat erklart wird:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Gegebenenfalls Namen und Nummer der notifizierten Stelle, Beschreibung ihrer Mitwirkung und Bescheinigung:

8. Zusatzangaben:

Klassifizierung Class |, MDR Annex VI

Die Basis-UDI-DI: 4901780PrinterBA

Hersteller SRN JP-MF-000014553

SRN des BE-AR-000007876

Bevollmachtigten

Zweckbestimmung Printing a hard copy from medical imaging systems for reference use only
Zubehor: -

Anmerkungen -

Unterzeichnet fiir und im Namen  Sony Corporation

von:
Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referenznummer: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

AHAQZH 2YMMOP®QZHZ EE (EL)
1. ApiBudg MovTéAou: UP-D25MD
2. Ovoua kai d1euBuveon Tou Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,

€£0UCI000TNHEVOU AVTITIPOCWTTOU Belgium
TOU KATAOKEUOOTN:

3. Hmapouoa diAwaon cuppdpewaong  Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
ekdideTaI PE ATTOKAEIOTIKA EUBUVN
TOU KOTAOKEUAOTH:

4. Avrikeipyevo TG SAAwONG: Digital Color Printer

5. To avwTtépw TTEPIYPAPOUEVO QVTIKEIUEVO TNG OAAWONG gival CUPPWVO HE:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. Katd TepiTTwaon, YVEia TwV OXETIKWY EVOPUOVIOUEVWY TTPOTUTTWY TTOU XPNOIYOTTOINBNKAY i TWV TEXVIKWYV TTPOdIaYPAPUWY UE
Bdaon TIg oTToiEG BNAWVETAI N CUPPOPPWON:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Otou €xel epapuoyr], 0 KOIVOTTOINUEVOG OpyavIouOG (ovopaaoia, apiBpdg) TrpayuaToTroinge (Treplypagn TnNg apéufaocng) Kai
XOpPryNnaoe TO TMOTOTTOINTIKO:

8. ZuptrAnpwuaTIKEG TTANPOPOPIEG:
Tagivéunaon: Class |, MDR Annex VIl
Baaiké UDI-DI: 4901780PrinterBA
SRN Karaokeuaotr :  JP-MF-000014553
E¢ouaiodotnuévog BE-AR-000007876
AvTITTpOOWTTOg
>KOTTOG: Printing a hard copy from medical imaging systems for reference use only
MapeAkodpuevo (-a) -
2nueiwon (-€1g) -

Ymoypa@n yia Aoyopiaouod kai  Sony Corporation
€€ ovouaTog:

@i

Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
ApiBudg Avagopdg: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU DECLARATION OF CONFORMITY (EN)
1. Model No.: UP-D25MD
2. Name and address of the Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
manufacturer’s authorised Belgium
representative:
3. This declaration of conformity is Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

issued under the sole responsibility
of the manufacturer:

4. Object of the declaration: Digital Color Printer
5. The object of the declaration described above is in conformity with:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Where applicable, references to the relevant harmonised standards used or references to the technical specifications in
relation to which conformity is declared:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Where applicable, the notified body (name and number), description of intervention and certificate:

8. Additional information:

Classification: Class |, MDR Annex VIII
Basic UDI-DI: 4901780PrinterBA
Manufacturer SRN: JP-MF-000014553
Authorised BE-AR-000007876
Representative SRN:
Intended Purpose: Printing a hard copy from medical imaging systems for reference use only
Accessory(ies): -
Note(s): -
Signed for and on behalf of: Sony Corporation
Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Reference Number: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

DECLARACION DE CONFORMIDAD UE (ES)
1. Nombre del Modelo: UP-D25MD
2. Nombre y direccién del Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
representante autorizado del Belgium

fabricante:

3. Esta declaracion de conformidad se  Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
expide bajo la exclusiva
responsabilidad del fabricante:

4. Objeto de la declaracion: Digital Color Printer
5. El objeto de la declaracién descrita anteriormente es conforme con:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Cuando proceda, las referencias a las normas armonizadas aplicadas o referencias a las especificaciones técnicas en
relacion con las cuales se declara la conformidad:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Cuando proceda, el nombre y nimero del organismo notificado y certificado:

8. Informacién adicional:

Clasificacion: Class |, MDR Annex VI
UDI-DI basico: 4901780PrinterBA
SRN del fabricante:  JP-MF-000014553
SRN del BE-AR-000007876
representante
autorizado:
Uso Previsto: Printing a hard copy from medical imaging systems for reference use only
Accesorio(s): -
Nota(s): -
Firmado por y en nombre de: Sony Corporation
Tokyo, 2021-11-04
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Numero de 2021EU02240
referencia:

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

ELI VASTAVUSDEKLARATSIOON (ET)
1. Tootenumber: UP-D25MD
2. Tootja volitatud esindaja nimi ja Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
aadress: Belgium

3. Kaesolev vastavusdeklaratsioon on ~ Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
valja antud valmistaja ainuvastutusel:

4. Deklareeritav ese: Digital Color Printer
5. Eespool kirjeldatud deklareeritav ese on kooskdlas:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Vajaduse korral viited kasutatud asjakohastele ihtlustatud standarditele véi viited tehnilistele spetsifikatsioonidele, millega
seoses vastavust kinnitatakse:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Vajaduse korral volitatud asutuse nimetus ja number, teostatud toimingu kirjeldus ja sertifikaat:

8. Lisateave:

Klassifikatsioon: Class |, MDR Annex VIII
P6hiline" UDI-DI: 4901780PrinterBA
Tootja unikaalne JP-MF-000014553

registrikood:
Volitatud esindaja BE-AR-000007876

unikaalne
registrikood:
Sihtotstarve: Printing a hard copy from medical imaging systems for reference use only
Tarvik(ud): -
Markus(ed): -
(Kelle nimel ja poolt) alla Sony Corporation
kirjutatud:
Tokyo, 2021-11-04
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Viitenumber: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU-VAATIMUSTENMUKAISUUSVAKUUTUS (FI)
1. Malli nro: UP-D25MD

2. Valmistajan valtuutetun edustajan nimi  Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930
ja osoite: Zaventem, Belgium

3. Tama vaatimustenmukaisuusvakuutus Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
on annettu valmistajan yksinomaisella
vastuulla:

4. Vakuutuksen kohde: Digital Color Printer

5. Edella kuvattu vakuutuksen kohde on seuraavien vaatimusten mukainen:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. Tarvittaessa viittaus niihin asiaankuuluviin yhdenmukaistettuihin standardeihin, joita on kaytetty, tai viittaus teknisiin
eritelmiin, joiden perusteella vaatimustenmukaisuusvakuutus on annettu:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018
7. Tarvittaessa, ilmoitettu laitos ja numero, toimenpiteen kuvaus ja todistus:

8. Lisatietoja:

Luokitus: Class |, MDR Annex VIII
Perus UDI-DI: 4901780PrinterBA
Valmistaja SRN: JP-MF-000014553
Valtuutettu edustaja  BE-AR-000007876
SRN:
Kayttotarkoitus: Printing a hard copy from medical imaging systems for reference use only
Lisavaruste(et): -
Huom: -
Puolesta allekirjoittanut: Sony Corporation
Tokyo, 2021-11-04
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Viitenumero: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

DECLARATION UE DE CONFORMITE (FR)
1. Référence produit: UP-D25MD
2. Nom et adresse du mandataire Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
agréé par le fabricant: Belgium
3. La presente déclaration de Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

onformité est établie sous la seule
responsabilité du fabricant:

4. Objet de la déclaration: Digital Color Printer

5. L’objet de la déclaration décrit ci-dessus est conforme a:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. Le cas échéant, références aux normes harmonisées applicables ou aux spécifications techniques par rapport auxquelles la
conformité est déclarée:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018
7. Le cas échéant, nom de 'autorité notifiée et numéro, description de l'intervention et du certificat:

8. Informations complémentaires:

Classification : Class |, MDR Annex VIII
UDI-DI de base 4901780PrinterBA
SRN fabriquant : JP-MF-000014553
SRN représentant BE-AR-000007876
agréé :
Utilisation prévue : Printing a hard copy from medical imaging systems for reference use only
Accessoire(s): -
Remarque(s): -
Signé par et au nom de: Sony Corporation
ok
Tokyo, 2021-11-04
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Numéro de 2021EU02240

référence:

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU IZJAVA O SUKLADNOSTI (HR)
1. Model br.: UP-D25MD

2. Ime i adresa ovlastenog zastupnika Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
proizvodaca: Belgium

3. Ova izjava o sukladnosti izdaje se Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
na iskljucivu odgovornost
proizvodaca:

4. Predmetizjave: Digital Color Printer
5. Gore opisan predmet izjave u skladu je s:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Prema potrebi, upucivanje na odgovarajuce uskladene norme koje se upotrebljavaju ili upuéivanje na druge tehnicke
specifikacije u odnosu na koje se deklarira sukladnost:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Prema potrebi, naziv i broj prijavljenog tijela, opis intervencije i potvrda o ispitivanju:

8. Dodatne informacije:

Razvrstavanje: Class |, MDR Annex VI
Osnovni UDI-DI: 4901780PrinterBA
SRN proizvodaca: JP-MF-000014553
SRN ovlastenog BE-AR-000007876
predstavnika:
Namjena: Printing a hard copy from medical imaging systems for reference use only
Dodatna oprema: -
Napomena: -
Potpisano za i u ime: Sony Corporation
ok
Tokyo, 2021-11-04
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Referentni br.: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU-MEGFELELOSEGI NYILATKOZAT (HU)
1. Készulék tipus: UP-D25MD
2. A gyarté meghatalmazott Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
képviseldjének neve és cime: Belgium

3. E megfelel@ségi nyilatkozat a gyarté Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
kizardlagos felel6sségére kertll
kibocsatasra:

4. A nyilatkozat targya: Digital Color Printer
5. E nyilatkozat fent leirt targya 6sszhangban van:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Adott esetben a vonatkoz6 harmonizalt szabvanyokra vald hivatkozasok, vagy a mlszaki el6irasokra vald hivatkozasok,
amelyek tekintetében a megfeleléséget bejelentik:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Ahol alkalmazhatd, a bejelentett testilet neve és szama, a beavatkozés és a tanusitvany leirasa:

8. Kiegészité informaciok:

Osztalyozas: Class |, MDR Annex VIII
Alapvet6é UDI-DI 4901780PrinterBA
Gyartéi egyedi JP-MF-000014553
regisztracios szam:

Meghatalmazott BE-AR-000007876

képvisel6 egyedi
regisztracios szam:

Rendeltetési cél: Printing a hard copy from medical imaging systems for reference use only
Tartozék(ok): -
Megjegyzés(ek): -

Nevében aldirva: Sony Corporation

i

Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referenciaszam: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

DICHIARAZIONE UE DI CONFORMITA (IT)
1. Modello n.: UP-D25MD
2. Nome e Indirizzo del rappresentante Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
autorizzato del fabbricante: Belgium
3. La presente dichiarazione di Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

conformita € rilasciata sotto la
responsabilita esclusiva del
fabbricante:

4. Oggetto della dichiarazione: Digital Color Printer
5. L’oggetto della dichiarazione di cui sopra & conforme a:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Ove applicabile, i riferimenti alle pertinenti norme armonizzate utilizzate o i riferimenti alle specifiche tecniche in relazione alle
quali & dichiarata la conformita:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Ove applicabile, I'ente notificato (nome e numero), descrizione dell’intervento e certificato:

8. Ulteriori informazioni:

Classificazione: Class I, MDR Annex VIII

UDI-DI di base: 4901780PrinterBA

Fabbricante SRN: JP-MF-000014553

Rappresentante BE-AR-000007876

Autorizzato SRN:

Scopo Previsto: Printing a hard copy from medical imaging systems for reference use only
Accessorio -

(Accessori)

Nota (Note) -

Firmato in vece e per conto di: ~ Sony Corporation
Tokyo, 2021-11-04
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Numero di 2021EU02240
riferimento:

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

ES ATITIKTIES DEKLARACIJA (LT)
1. Modelio Nr.: UP-D25MD
2. Gamintojo jgaliotojo atstovo Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
pavadinimas ir adresas: Belgium

3. Si atitikties deklaracija iduota tik Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
gamintojo atsakomybe:

4. Deklaracijos objektas: Digital Color Printer
5. Pirmiau apraSytas deklaracijos objektas atitinka:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Jei tinkama, taikyty darniyjy standarty nuorodos arba techniniy specifikacijy, pagal kurias buvo deklaruota atitiktis, nuorodos:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Jei tinkama, jgaliotosios jstaigos pavadinimas ir numeris, atlikto veiksmo apradymas ir sertifikatas:

8. Papildoma informacija:

Klasifikacija: Class |, MDR Annex VIII

Pagrindinis UDI-DI: ~ 4901780PrinterBA

Gamintojo URN: JP-MF-000014553

|galioto atstovo URN: BE-AR-000007876

Numatytas tikslas: Printing a hard copy from medical imaging systems for reference use only
Priedas(-ai) -

Pastaba(-os) -

Uz kg ir kieno vardu pasiraSyta: Sony Corporation

@i

Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Nuorodos numeris:  2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

ES ATBILSTIBAS DEKLARACIJA (LV)
1. Modela Nr.: UP-D25MD
2. Razotaja pilnvarota parstavja Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
nosaukums un adrese: Belgium

3. S7 atbilstibas deklaracija ir izdota Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
vienigi uz $ada razotaja atbildibu:

4. Deklaracijas priekSmets: Digital Color Printer
5. leprieks aprakstitais deklaracijas priekSmets ir saskana ar:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Kur attiecinams, norades uz izmantotajiem atbilstoSajiem harmonizétajiem standartiem vai norades uz tehniskajiem
raksturlielumiem, saistiba ar kuriem ir deklaréta atbilstiba:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Kur attiecinams, pilnvarotas iestades nosaukums un numurs, veiktas darbibas apraksts un sertifikats:

8. Papildu informacija:

Klasifikacija: Class |, MDR Annex VIl
Pamata UDI-DI: 4901780PrinterBA
Razotaja VRN: JP-MF-000014553
Pilnvarota parstavja BE-AR-000007876
VRN:

Paredzétais noliks:  Printing a hard copy from medical imaging systems for reference use only
Piederums(-i): -

Piebilde(-s): -
Turpmak noradita varda Sony Corporation
parakstits:
Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Norades numurs:  2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

DIKJARAZZJONI TAL-KONFORMITA TAL-UE (MT)
1. Il-mudell Nru.: UP-D25MD

2. L-isem u l'indirizz tar-rapprezentant  Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
awtorizzat mill-manifattur: Belgium

3. Din id-dikjarazzjoni tal-konformita Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
tinhareg taht ir-responsabbilta unika
tal-manifattur:

4. L-ghan tad-dikjarazzjoni: Digital Color Printer
5. L-ghan tad-dikjarazzjoni deskritta hawn fug huwa konformi ma:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Fejn applikabbli, referenzi gall-istandards armonizzati rilevanti li nghtuaw, jew referenzi gall-ispeifikazzjonijiet teknici fir-
rigward taghom hija dikjarata konformita:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Fejn applikabbli, korp notifikat (I-isem u n-numru), iddeskrizzjoni tal-intervent u certifikat:

8. Informazzjoni addizzjonali:

Klassifikazzjoni: Class |, MDR Annex VIII
UDI-DI Baziku: 4901780PrinterBA
Fabbrikant SRN: JP-MF-000014553
Rapprezentattiv BE-AR-000007876
Awtorizzat SRN:
Uzu rakommandat: Printing a hard copy from medical imaging systems for reference use only
Accessorju -
(Accessorii)
Nota (Noti) -
Iffirmat ghal u fisem: Sony Corporation
Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Numru referenza: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU-CONFORMITEITSVERKLARING (NL)

1. Model nr.: UP-D25MD

2. Naam en adres van de gemachtigde  Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
van de fabrikant: Belgium

3. Deze conformiteitsverklaring wordt Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
verstrekt onder volledige
verantwoordelijkheid van de
fabrikant:

4. Voorwerp van de verklaring: Digital Color Printer
5. Het hierboven beschreven voorwerp is conform:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Indien van toepassing, vermelding van de toegepaste relevante geharmoniseerde normen of van de andere technische
specificaties waarop de conformiteitsverklaring betrekking heeft:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Indien van toepassing, aangemelde instantie naam en nummer, beschrijving van de werkzaamheden en certificaat:

8. Aanvullende informatie:

Classificatie: Class |, MDR Annex VIII
Basic UDI-DI: 4901780PrinterBA
SRN Fabrikant: JP-MF-000014553

SRN Gemachtigde: =~ BE-AR-000007876
Beoogde Doeleind: Printing a hard copy from medical imaging systems for reference use only
Accessoire(s): -

Nota(s): -
Ondertekend voor en namens: Sony Corporation
Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referentienummer:  2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU-SAMSVARSERKLARING (NO)
1. Modell nr: UP-D25MD
2. Navn og adresse pa produsentens Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
autoriserte representant: Belgium
3. Denne samsvarserklzeringen er Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

utstedt pa produsentens ansvar:
4. Erkleeringens gjenstand: Digital Color Printer

5. Erkleeringens gjenstand beskrevet ovenfor er i samsvar med: kapittel 2a.:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. Hvor gjeldende, henvisninger til de relevante harmoniserte standardene som er brukt eller henvisninger til de
spesifikasjonene det erklaeres samsvar med:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018
7. Hvor det bemyndigede organ (navn og nummer), beskrivelse av intervensjon og sertifikat:

8. Tilleggsopplysninger:

Klassifisering: Class |, MDR Annex VIII

Grunnleggende UDI-  4901780PrinterBA

DI:

Produsent SRN: JP-MF-000014553

Autorisert BE-AR-000007876

Representant SRN:

Tiltenkt formal: Printing a hard copy from medical imaging systems for reference use only
Tilbehar: -

Notering(er): -

Undertegnet for og pa vegne av: Sony Corporation

e

Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referanse nr.: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

DEKLARACJA ZGODNOSCI UE (PL)
1. Nazwa modelu: UP-D25MD
2. Nazwal/imie i nazwisko Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
upowaznionego przedstawiciela Belgium
producenta:
3. Niniejsza deklaracja zgodnosci Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
wydana zostaje na wytaczng
odpowiedzialnos¢ producenta:
4. Przedmiot deklaracji: Digital Color Printer

5. Opisany powyzej przedmiot deklaracji jest zgodny z:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. Jezeli stosowne, odwotania do odnosnych norm zharmonizowanych, ktére zastosowano lub do specyfikacji technicznych, w
odniesieniu do ktérych deklarowana jest zgodnosé:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018
7. Jezeli stosowne, nazwa jednostki notyfikowanej oraz numer, opis interwencji oraz certyfikat:

8. Dodatkowe informacje:

Klasyfikacja: Class |, MDR Annex VI
Podstawowa UDI-DI:  4901780PrinterBA
SRN Producenta: JP-MF-000014553

SRN Autoryzowanego BE-AR-000007876
Przedstawiciela:

Przeznaczenie: Printing a hard copy from medical imaging systems for reference use only
Akcesoria -
Uwagi -

Podpisano w imieniu: Sony Corporation

9,
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Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Numer 2021EU02240
Referencyjny:

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

DECLARACAO DE CONFORMIDADE UE (PT)
1.  Modelo No: UP-D25MD
2.  Nome e endereco do mandatério do Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
fabricante: Belgium
3. A presente declaragao de Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

conformidade é emitida sob a
exclusiva responsabilidade do
fabricante:

4. Objeto da declaragéo: Digital Color Printer
5. O objeto da declaragdo acima mencionada esta em conformidade com:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Quando aplicavel, referencias as relevantes normas harmonizadas utilizadas ou referencias as especificagdes técnicas em
relacdo as quais é declarada a conformidade:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Quando aplicavel, nome e numero do organismo notificado, descrigcéo da intervencgéo e certificado:

8. Informagdes adicionais:

Classificagao: Class |, MDR Annex VIl
UDI-DI basico: 4901780PrinterBA
Numero Unico de JP-MF-000014553
registo do
Fabricante:
Numero Unico de BE-AR-000007876
registo do
Mandatério:
Finalidade Prevista:  Printing a hard copy from medical imaging systems for reference use only
Acessorio(s): -
Nota(s): -
Assinado por e em nome de: Sony Corporation
Tokyo, 2021-11-04
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Numero de 2021EU02240
referéncia:

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

DECLARATIE DE CONFORMITATE UE (RO)
1. Numar model: UP-D25MD
2. Denumirea si adresa Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
reprezentantului autorizat al Belgium

producatorului:

3. Aceasta declaratie de conformitate ~ Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
este eliberata pe propria raspundere
a producatorului:

4. Obiectul declaratiei: Digital Color Printer
5. Obiectul declaratiei descrise mai sus este conform cu:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. Unde este valabil, se face referinta la standardele armonizate relevante care au fost folosite sau la specificatiile tehnice
relativ la care este declarata conformitatea:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Unde este valabil, numele si numarul organismului notificat, descrierea interventiei si certificatul:

8. Informatii suplimentare:

Clasificare: Class |, MDR Annex VI
UDI-DI de baza: 4901780PrinterBA
SRN Producator: JP-MF-000014553
SRN Reprezentant BE-AR-000007876
Autorizat:
Scopul propus: Printing a hard copy from medical imaging systems for reference use only
Accesorii: -
Nota: -
Semnat pentru si din partea: Sony Corporation
Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Numar referinta: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

VYHLASENIE O ZHODE EU (SK)
1. Cislo modelu: UP-D25MD
2.  Meno a adresa splnomocneného Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
z&stupcu vyrobcu: Belgium

3. Toto vyhlasenie o zhode sa vydava  Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
na vyhradnu zodpovednost vyrobcu:

4. Predmet vyhlasenia: Digital Color Printer
5. VyS3Sie opisany predmet vyhlasenia je v zhode so:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)
6. V pripade potreby uvedte odkazy na prisluSné pouzité harmonizované normy alebo odkazy na technické Specifikacie, na
zaklade ktorych sa vyhlasuje zhoda:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. 'V pripade potreby, meno a Cislo notifikovaného organu, popis intervencie a certifikat:

8. Dodato¢né informacie:

Klasifikacia: Class |, MDR Annex VI
Zakladné UDI-DI: 4901780PrinterBA
Vyrobca SRN: JP-MF-000014553
Splnomocneny BE-AR-000007876
zastupca SRN:
Zamyslany ucel: Printing a hard copy from medical imaging systems for reference use only
Prislusenstvo(a): -
Poznamka(y): -
Podpisané za a v mene: Sony Corporation
Tokyo, 2021-11-04

Ryogo Katayama
Quality Officer
Quality Officer Group

Quality & Environmental Dept.
Referenéné Cislo: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

IZJAVA EU O SKLADNOSTI (SL)
1. Oznaka modela: UP-D25MD
2. Ime in naslov pooblas€enega Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
zastopnika proizvajalca: Belgium

3. Taizjava o skladnosti se izda na Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
lastno odgovornost proizvajalca:

4. Predmetizjave: Digital Color Printer

5. Predmet navedene izjave je v skladu z:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. Kjer je to ustrezno, napotila na uporabljene usklajene standarde ali napotila na tehni¢ne specifikacije v zvezi za katere je
deklarirana skladnost:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Kjer je to ustrezno, obvesC€en naziv telesa in Stevilka, opis intervencije in certifikat:

8. Dodatne informacije:
Klasifikacija: Class |, MDR Annex VIII
Osnovna UDI-DI: 4901780PrinterBA
Enotna registrska §t. JP-MF-000014553
proizvajalca:
Enotna reg. st. poobl. BE-AR-000007876
predstavnika:

Predvideni namen: Printing a hard copy from medical imaging systems for reference use only
Dodatki: -
Opombe: -

Podpisano za in v imenu: Sony Corporation

N
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Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referenc¢na st.: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU-FORSAKRAN OM OVERENSSTAMMELSE (SV)
1. Modell nr: UP-D25MD
2. Namn och adress till tillverkarens Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
auktoriserade representant: Belgium
3. Forsakran om dverensstammelse Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

utfardas pa tillverkarens eget ansvar:
4. Deklarationens syfte: Digital Color Printer

5. Foremalet for deklarationen som beskrivs ovan 6verensstammer med:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. |tillampliga fall, ska hanvisningar till relevanta harmoniserade standarder som anvands eller hanvisningar till tekniska
specifikationer for vilka 6verensstdmmelse deklareras:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018
7. ltilldmpliga fall, det anméalda organet (hamn och nummer), beskrivning av ingripande och intyg:

8. Ytterligare information:

Klassificering: Class |, MDR Annex VIII
Grundlaggande UDI-  4901780PrinterBA
DlI:
Tillverkare SRN: JP-MF-000014553
Auktoriserad BE-AR-000007876
representant SRN:
Avsedda andamal: Printing a hard copy from medical imaging systems for reference use only
Tillbehor: -
Notera: -
Undertecknad for och pa Sony Corporation
uppdrag av:
Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referensnummer: 2021EU02240

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

AB UYGUNLUK BEYANI (TR)
1. Model No: UP-D25MD
2. Ureticinin yetkili temsilcinin adi ve Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
adresi: Belgium
3. Buuygunluk beyani sadece Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

Ureticinin sorumlulugu altinda
yayinlanmigtir:

4. Beyan konusu: Digital Color Printer

5. Yukarida belirtilen beyan konusu asagidaki ile uygunluk gosterir:
2017/745 (Medical Device Regulation)
2011/65/EU (RoHS)

6. Uygulanabilir olan yerlerde, uygunlugun beyan edilmesine istinaden kullanilan ilgili esdeger standartlara atiflar veya teknik
ozelliklere atiflar:
Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
RoHS: EN IEC 63000:2018

7. Uygulanabilir olan yerlerde, bilgilendirilen kurulug (isim ve numara), miidahalenin ve sertifikanin tanimi:

8. EkBilgi:
Siniflandirma: Class I, MDR Annex VIII
Temel UDI-DI: 4901780PrinterBA
Uretici SRN: JP-MF-000014553
Yetkili temsilci SRN:  BE-AR-000007876
Niyetlenen amag: Printing a hard copy from medical imaging systems for reference use only
Aksesuar(lar): -
Not(lar): -

Temsilen ve adina imzalanan: Sony Corporation

0.

/

Tokyo, 2021-11-04

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referans 2021EU02240
Numarasi:

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



