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Organization: Sony Storage Media Manufacturing
Corporation Tagajo Site
3-4-1 Sakuragi, Tagajo-shi
Miyagi
985-0842 Japan

Scope: Manufacture of print media (dye-sublimation color printing pack) for medical
use
Production control of Print media (Thermal film, Thermal print media, dye-
sublimation color printing pack ) for medical use

In accordance with EN ISO 13485:2016 Medical devices
-Quality management systems —
Requirements for regulatory purposes (ISO 13485:2016)

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.
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SONY

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

EU DECLARATION OF CONFORMITY

(BG) OEKNAPALIMA 3A CbOTBETCTBWE C M3NCKBAHUATA HA EC
(CS) EU PROHLASENI O SHODE
(DA) EU-OVERENSSTEMMELSESERKLARING
(DE) EU-KONFORMITATSERKLARUNG
(EL) AHAQZH LYMMOP®QFHS EE
(EN) EU DECLARATION OF CONFORMITY
(ES) DECLARACION DE CONFORMIDAD UE
(ET) ELI VASTAVUSDEKLARATSIOON
(F1) EU-VAATIMUSTENMUKAISUUSVAKUUTUS
(FR) DECLARATION UE DE CONFORMITE
(HR) EU 1ZJAVA O SUKLADNOSTI
(HU) EU-MEGFELELOSEGI NYILATKOZAT
(IT) DICHIARAZIONE UE DI CONFORMITA
(LT) ES ATITIKTIES DEKLARACIJA
(LV) ES ATBILSTIBAS DEKLARACIJA
(MT) DIKJARAZZJONI TAL-KONFORMITA TAL-UE
(NL) EU-CONFORMITEITSVERKLARING
(NO) EU-SAMSVARSERKLARING
(PL) DEKLARACJA ZGODNOSCI UE
(PT) DECLARAGCAO DE CONFORMIDADE UE
(RO) DECLARATIE DE CONFORMITATE UE
(SK) VYHLASENIE O ZHODE EU
(SL) 1ZJAVA EU O SKLADNOSTI
(SV) EU-FORSAKRAN OM OVERENSSTAMMELSE

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

AEKNAPALNA 3A CbOTBETCTBUE C MUBNCKBAHUATAHAEC  (BG)

1. Mogen No.: UPT-510BL

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: Blue Thermal Film

5. TlNpeameTbT Ha Aeknapauusita, KOWTo e onucaH no-rope, € B CbOTBETCTBUE C:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
2011/65/EU (RoHS)

6. KoraTo e npunoxvumMo ce n3non3sa no3oBaBaHe Ha CbOTBETHUTE XapMOHW3MPaHWU CTaHA4APTW UMK NpenpaTki KbM
TexXHU4YeckunTe cneundmkaumm, No OTHOLLEHNE Ha KOMTO ce AeKnapupa CbOTBETCTBMETO:

Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

7. KoraTo e NpuMnoXmmo, UMe 1 HoMep Ha HOTUPULNPAHUAT OpraH, oNncaHne Ha N3BBHPLLIEHOTO U CePTUdUKAT:

8. KoraTto e npunoxumo, onmcaHve Ha akcecoapy 1 KOMMNOHEHTU (BKIMKOYMTENHO CopTyep), KOUTO NO3BONSABAT Ha
pagmMoycTpoMCTBOTO Aa paboTu nNo npegHasHayveHne n e obxsaHato oT EU [leknapauusata 3a CbOTBETCTBUE:
Codryep: -
Akcecoap (1) -
KomMnoHeHT: -

9. [HonbnHutenHa nHgopmaums:

Knacundmkauus Class |, MDR Annex VIl

Baszos UDI-DI: 4901780PrintMediaWR

Mpomnseoguten SRN : [will be available after open the Eudamed]
YnbnHoMoLLEeH [will be available after open the Eudamed]
npeactaeuten SRN:

MpoekTupaHo Print media for Sony's medical printer

npeaHasHa4veHune (
MpepHasHayeHme no

NPOEKT)
Akcecoap (1) -
3abenexka -
Moanuc 3a n oT umeTo Ha: Sony Corporation
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Homep Ha 2020EU00790
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 &: UPT-510BL

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. Prfedmét prohlaseni: Blue Thermal Film

5. VySe popsany pfedmét prohlaSeni je ve shodé s:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. V pfipadé potfeby, popis prfislusenstvi a komponent(, véetné softwaru, které umoznuiji radiovému zafizeni fungovat jak bylo
zamysleno a na které se vztahuje prohlaseni o shodé EU:
Software: -
PrisluSenstvi: -
Komponent: -

9. Dodate¢né informace:

Klasifikace: Class I, MDR Annex VIII
Zakladni UDI-DI: 4901780PrintMediaWR
Vyrobce SRN: [will be available after open the Eudamed]
Zmocnénym [will be available after open the Eudamed]
zastupcem SRN:
Zamysleny ucel: Print media for Sony's medical printer
PFisluSenstvi: -
Poznamka(y): -

Podepsano jménem: Sony Corporation

Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referenéni ¢islo: 2020EU00790

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.: UPT-510BL
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: Blue Thermal Film

5. Genstanden for erkleeringen, som beskrevet ovenfor, er i overensstemmelse med:

2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
2011/65/EU (RoHS)

6. Hvor det er relevant, referencer til de relevante anvendte harmoniserede standarder eller referencer til de tekniske

specifikationer, som der erklaeres overensstemmelse med:

Radio Equipment: EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017

Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015
(V2.1.1)
RoHS: EN 50581:2012

7. Hvor det er relevant, det bemyndigede organs navn og nummer, beskrivelse af aktiviteten og udstedt attest:

8. Hvor det er relevant, beskrivelse af tilbehgr og komponenter, herunder software, som far radioudstyret til at fungere efter

hensigten og omfattet af EU-overensstemmelseserklaeringen:
Software: -
Tilbehear: -
Komponent: -

9. Supplerende oplysninger:
Klassificering: Class |, MDR Annex VI
Grundleeggende UDI- 4901780PrintMediaWR
DlI:

Producent SRN: [will be available after open the Eudamed]
Autoriseret [will be available after open the Eudamed]
repraesentant SRN:

Tilsigtet formal: Print media for Sony's medical printer
Tilbehgr: -

Noter: -

Underskrevet for og pa vegne Sony Corporation
af:

Tokyo, 2020-09-07

Reference nr.: 2020EU00790

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

e

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.



SONY

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

EU-KONFORMITATSERKLARUNG (DE)
1. Modell Nr: UPT-510BL
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: Blue Thermal Film

5. Der oben beschriebene Gegenstand der Erklarung erfiillt die Vorschriften der:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
2011/65/EU (RoHS)

6. Gegebenenfalls Angabe der einschlagigen harmonisierten Normen, die zugrunde gelegt wurden, oder Angabe der
technischen Spezifikationen, fir die die Konformitat erklart wird:

Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Falls vorhanden - Beschreibung des Zubehdrs und der Bestandteile einschliellich Software, die den bestimmungsgemalen
Betrieb der Funkanlage erméglichen und von der EU-Konformitatserklarung erfasst werden:
Software: -
Zubehor: -
Bestandteil: -

9. Zusatzangaben:

Klassifizierung Class |, MDR Annex VIII

Die Basis-UDI-DI: 4901780PrintMediaWR

Hersteller SRN [will be available after open the Eudamed]
SRN des [will be available after open the Eudamed)]
Bevollmachtigten

Zweckbestimmung Print media for Sony's medical printer
Zubehor: -

Anmerkungen -

Unterzeichnet fiir und im Namen  Sony Corporation

von:
Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referenznummer: 2020EU00790

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: UPT-510BL
2. Ovopa kai dieuBuvon Tou Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,

€€0UCI000TNHEVOU AVTITIPOCWTTOU Belgium
TOU KATAOKEUOOTN:

3. Hmapouoa dAwaon cuppdpewaong  Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan
ekOIdETAI PE ATTOKAEIOTIKA EUBUVN
TOU KOTOOKEUAOTH:

4. Avrikeipevo TG SAAwONG: Blue Thermal Film

5. To avwTtépw TTEPIYPAPOUEVO QVTIKEIUEVO TNG OAAWONG gival CUPPWVO HE:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
2011/65/EU (RoHS)

6. Katd TepimTwaon, YVEia TwV OXETIKWY EVOPUOVIOUEVWY TTPOTUTTWY TTOU XPNOIUOTTOINONKAV i TWV TEXVIKWYV TTPOdIaYPAPWY UE
Bdaon TIg oTToiEg BNAWVETAI N CUPPOPPWON:

Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

7. Otrou €xel epapuoyr], O KOIVOTTOINUEVOG OPYaVIOUOG (Ovouaaoia, apiBudg) TTpayUaToTToiNgE (TTEPIYPa®n TNG TTapéupacng) Kai
XOpPHyNnaoe TO TTIOTOTTOINTIKO:

8. Ortrou éxel e@apuoyn, TTEPIYPAPH TWV TTAPEAKOPEVWYV Kal EEAPTNUATWY, CUUTTEPIAAMBAVOUEVOU TOU AOYIGUIKOU, TTOU
EMTPETTOUV GTOV PAdIOEEOTTAIONO va AsiToupyei OTTWG TTPOBAETTETAI KAl KOAUTITOVTAI ATTO TH ORAWON cuppopewong EE:

N\OYIOHIKO: -
MapeAkdpuevo (-a) -
E¢aptnua: -
9. ZUPTTANPWHATIKEG TTANPOPOPIEG:
Tagivéunon: Class |, MDR Annex VI
Baoiké UDI-DI: 4901780PrintMediaWR
SRN KataokeuaoTr :  [will be available after open the Eudamed]
E&ouciodoTtnuévog [will be available after open the Eudamed]
AvTITTPOOWTTOG
ZKOTTOG: Print media for Sony's medical printer

MapeAkodpevo (-a) -
Znueiwon (-€1g) -

YTmoypa@n yia Aoyopiaouod kai - Sony Corporation
€€ ovouaTog:

i

Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
ApiBudg Avagopdg: 2020EU00790

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.: UPT-510BL
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: Blue Thermal Film

5. The object of the declaration described above is in conformity with:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Where applicable, description of accessories and components, including software, which allow the radio equipment to
operate as intended and covered by the EU declaration of conformity:
Software: -
Accessory(ies): -
Component: -

9. Additional information:

Classification: Class |, MDR Annex VIII
Basic UDI-DI: 4901780PrintMediaWR
Manufacturer SRN: [will be available after open the Eudamed]
Authorised [will be available after open the Eudamed]
Representative SRN:
Intended Purpose: Print media for Sony's medical printer
Accessory(ies): -
Note(s): -

Signed for and on behalf of: Sony Corporation

Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Reference Number: 2020EU00790

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: UPT-510BL
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: Blue Thermal Film

5. El objeto de la declaracién descrita anteriormente es conforme con:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Cuando proceda, descripcion de los accesorios y componentes, incluido el software, que permiten que el equipo
radioeléctrico funcione como estaba previsto y cubierto por la declaracion de conformidad de la UE:
Software: -
Accesorio(s): -
Componente: -

9. Informacién adicional:

Clasificacion: Class |, MDR Annex VIII
UDI-DI basico: 4901780PrintMediaWR
SRN del fabricante:  [will be available after open the Eudamed]
SRN del [will be available after open the Eudamed]
representante
autorizado:
Uso Previsto: Print media for Sony's medical printer
Accesorio(s): -
Nota(s): -
Firmado por y en nombre de: Sony Corporation
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Numero de 2020EU00790
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: UPT-510BL
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: Blue Thermal Film

5. Eespool kirjeldatud deklareeritav ese on kooskdlas:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Vajaduse korral tarvikute ja komponentide, sh tarkvara, mis vdimaldavad raadioseadmestikul digesti td6tada ning on
kooskdlas ELi vastavusdeklaratsiooniga, kirjeldus:
Tarkvara: -
Tarvik(ud): -
Komponent: -

9. Lisateave:

Klassifikatsioon: Class |, MDR Annex VIII
Pohiline" UDI-DI: 4901780PrintMediaWR
Tootja unikaalne [will be available after open the Eudamed]
registrikood:
Volitatud esindaja [will be available after open the Eudamed]
unikaalne
registrikood:
Sihtotstarve: Print media for Sony's medical printer
Tarvik(ud): -
Markus(ed): -
(Kelle nimel ja poolt) alla Sony Corporation
kirjutatud:
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Viitenumber: 2020EU00790

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. Malii nro: UPT-510BL

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: Blue Thermal Film

5. Edella kuvattu vakuutuksen kohde on seuraavien vaatimusten mukainen:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

7. Tarvittaessa, ilmoitettu laitos ja numero, toimenpiteen kuvaus ja todistus:

8. Tarvittaessa, kuvaus niista lisalaitteista ja osista, ohjelmisto mukaan lukien, jotka sallivat radiolaitteen kayton, kuten on
tarkoitettu ja katettu, EU-vaatimustenmukaisuusvakuutuksessa:
Ohjelmisto: -
Lisavaruste(et): -
Komponentti: -

9. Liséatietoja:

Luokitus: Class |, MDR Annex VI
Perus UDI-DI: 4901780PrintMediaWR
Valmistaja SRN: [will be available after open the Eudamed]
Valtuutettu edustaja  [will be available after open the Eudamed]
SRN:
Kayttétarkoitus: Print media for Sony's medical printer
Lisavaruste(et): -
Huom: -
Puolesta allekirjoittanut: Sony Corporation
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Viitenumero: 2020EU00790

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: UPT-510BL
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: Blue Thermal Film

5. L’objet de la déclaration décrit ci-dessus est conforme a:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

7. Le cas échéant, nom de 'autorité notifiée et numéro, description de l'intervention et du certificat:

8. Le cas échéant, description des accessoires et composants, logiciels inclus, permettant le bon fonctionnement de
I'équipement radio et couvert par la déclaration de conformité EU:
Logiciel: -
Accessoire(s): -
Composant: -

9. Informations complémentaires:

Classification : Class |, MDR Annex VI
UDI-DI de base 4901780PrintMediaWR
SRN fabriquant : [will be available after open the Eudamed]
SRN représentant [will be available after open the Eudamed]
agréé :
Utilisation prévue : Print media for Sony's medical printer
Accessoire(s): -
Remarque(s): -
Signé par et au nom de: Sony Corporation
7;7 %/V”A’—___—’\
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Numéro de 2020EU00790

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.: UPT-510BL

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: Blue Thermal Film

5. Gore opisan predmet izjave u skladu je s:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Prema potrebi, opis dodatne opreme i sastavnica, uklju€ujuci softver, koji omogucuju normalan rad radijske opreme koji je
obuhvaéen EU izjavom o sukladnosti:
Softver: -
Dodatna oprema: -
Komponenta: -

9. Dodatne informacije:

Razvrstavanje: Class |, MDR Annex VIl
Osnovni UDI-DI: 4901780PrintMediaWR
SRN proizvodaca: [will be available after open the Eudamed]
SRN ovlastenog [will be available after open the Eudamed]
predstavnika:
Namjena: Print media for Sony's medical printer
Dodatna oprema: -
Napomena: -
Potpisano za i u ime: Sony Corporation
e
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Referentni br.: 2020EU00790

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: UPT-510BL
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: Blue Thermal Film

5. E nyilatkozat fent leirt targya 6sszhangban van:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
2011/65/EU (RoHS)

6. Adott esetben a vonatkoz6 harmonizalt szabvanyokra vald hivatkozasok, vagy a mlszaki eléirasokra vald hivatkozasok,
amelyek tekintetében a megfelel6séget bejelentik:

Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Ahol alkalmazhato, a tartozékok és alkatrészek leirasa, beleértve a szoftvert, amely lehetévé teszi, hogy a radidberendezés
a szandékolt modon és az EU-megfeleldségi nyilatkozatnak megfeleléen mikddjon:
Szoftver: -
Tartozék(ok): -
Alkatrész: -

9. Kiegészitd informaciok:

Osztélyozas: Class |, MDR Annex VIl

Alapveté UDI-DI 4901780PrintMediaWR

Gyartoi egyedi [will be available after open the Eudamed]
regisztracioés szam:

Meghatalmazott [will be available after open the Eudamed]

képviseld egyedi
regisztraciés szam:

Rendeltetési cél: Print media for Sony's medical printer
Tartozék(ok): -
Megjegyzés(ek): -
Nevében aldirva: Sony Corporation
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Referenciaszam: 2020EU00790

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.: UPT-510BL
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: Blue Thermal Film

5. L’oggetto della dichiarazione di cui sopra & conforme a:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Ove applicabile, descrizione degli accessori e dei componenti, incluso il software, che permettono all’apparato radio di
operare come inteso e previsto dalla dichiarazione di conformita UE:
Software: -
Accessorio -
(Accessori)
Componente: -

9. Ulteriori informazioni:

Classificazione: Class |, MDR Annex VIII

UDI-DI di base: 4901780PrintMediaWR

Fabbricante SRN: [will be available after open the Eudamed]
Rappresentante [will be available after open the Eudamed]
Autorizzato SRN:

Scopo Previsto: Print media for Sony's medical printer
Accessorio -

(Accessori)

Nota (Note) -

Firmato in vece e per conto di: ~ Sony Corporation
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Numero di 2020EU00790
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.: UPT-510BL
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: Blue Thermal Film

5. Pirmiau apraSytas deklaracijos objektas atitinka:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Jeitinkama, priedy ir komponenty, jskaitant programine irangg, kurios déka radijo iranga veikia kaip numatyta ir kuriai yra
taikytina ES atitikties deklaracija, aprasymas:
Programiné jranga: -
Priedas(-ai) -
Komponentas: -

9. Papildoma informacija:

Klasifikacija: Class |, MDR Annex VI

Pagrindinis UDI-DI: ~ 4901780PrintMediaWR

Gamintojo URN: [will be available after open the Eudamed]
Jgalioto atstovo URN: [will be available after open the Eudamed]
Numatytas tikslas: Print media for Sony's medical printer
Priedas(-ai) -

Pastaba(-os) -

Uz kg ir kieno vardu pasirasyta: Sony Corporation

@i

Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Nuorodos numeris:  2020EU00790

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.: UPT-510BL
2. Razotaja pilnvarota parstavja Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
nosaukums un adrese: Belgium

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

4. Deklaracijas priekSmets: Blue Thermal Film

5. leprieks aprakstitais deklaracijas priekSmets ir saskana ar:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Kur attiecinams, piederumu un komponentu, ieskaitot programmatdru, kas |auj radioiekartai darboties ka paredzéts un uz
kuriem attiecas ES atbilstibas deklaracija, apraksts:
Programmatara: -
Piederums(-i): -
Komponents: -

9. Papildu informacija:

Klasifikacija: Class |, MDR Annex VI

Pamata UDI-DI: 4901780PrintMediaWR

RaZotaja VRN: [will be available after open the Eudamed]
Pilnvarota parstavja [will be available after open the Eudamed]
VRN:

Paredzétais noloks:  Print media for Sony's medical printer
Piederums(-i): -

Piebilde(-s): -
Turpmak noradita varda Sony Corporation
parakstits:
Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Norades numurs:  2020EU00790

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. ll-mudell Nru.: UPT-510BL

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: Blue Thermal Film

5. L-ghan tad-dikjarazzjoni deskritta hawn fug huwa konformi ma:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Fejn ikun applikabbli, deskrizzjoni tal-aessoriji u il-komponenti, inkluz is-software, li jippermettu t-taghmir tar-radju li jadem kif
suppostu kopert mid-dikjarazjoni ta koformita tal UE:
Software: -
Accessorju -
(Accessoriji)
Componenti: -

9. Informazzjoni addizzjonali:

Klassifikazzjoni: Class |, MDR Annex VIII
UDI-DI Baziku: 4901780PrintMediaWR
Fabbrikant SRN: [will be available after open the Eudamed]
Rapprezentattiv [will be available after open the Eudamed]
Awtorizzat SRN:
Uzu rakommandat: Print media for Sony's medical printer
Accessorju -
(Accessorji)
Nota (Noti) -

Iffirmat ghal u fisem: Sony Corporation

Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Numru referenza: ~ 2020EU00790

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.: UPT-510BL

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: Blue Thermal Film

5. Het hierboven beschreven voorwerp is conform:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Indien van toepassing, beschrijving van de accessoires en onderdelen, met inbegrip van software, die het mogelijk maken
dat de radioapparatuur functioneert zoals bedoeld en gedekt wordt door de EU-conformiteitsverklaring:
Software: -
Accessoire(s): -
Onderdeel: -

9. Aanvullende informatie:
Classificatie: Class |, MDR Annex VIII
Basic UDI-DI: 4901780PrintMediaWR
SRN Fabrikant: [will be available after open the Eudamed]
SRN Gemachtigde:  [will be available after open the Eudamed]
Beoogde Doeleind: Print media for Sony's medical printer
Accessoire(s): -

Nota(s): -
Ondertekend voor en namens: Sony Corporation
Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referentienummer:  2020EU00790

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: UPT-510BL
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: Blue Thermal Film

5. Erkleeringens gjenstand beskrevet ovenfor er i samsvar med: kapittel 2a.:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
2011/65/EU (RoHS)

6. Hvor gjeldende, henvisninger til de relevante harmoniserte standardene som er brukt eller henvisninger til de
spesifikasjonene det erkleeres samsvar med:

Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

7. Hvor det bemyndigede organ (navn og nummer), beskrivelse av intervensjon og sertifikat:

8. Hvor gjeldende, beskrivelse av tilbehar og deler, inkludert programvare, som tillater radioutstyret til & operere etter hensikt og
dekkes av EUs samsvarserkleering:
Programvare: -
Tilbeheor: -
Komponent: -

9. Tilleggsopplysninger:
Klassifisering: Class |, MDR Annex VI
Grunnleggende UDI- 4901780PrintMediaWR
DI:

Produsent SRN: [will be available after open the Eudamed]
Autorisert [will be available after open the Eudamed]
Representant SRN:

Tiltenkt formal: Print media for Sony's medical printer
Tilbehar: -

Notering(er): -

Undertegnet for og pa vegne av: Sony Corporation

e

Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referanse nr.: 2020EU00790

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: UPT-510BL
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: Blue Thermal Film

5. Opisany powyzej przedmiot deklaracji jest zgodny z:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

7. Jezeli stosowne, nazwa jednostki notyfikowanej oraz numer, opis interwencji oraz certyfikat:

8. Jezeli stosowne, opis akcesoriow oraz komponentdw (witgczajgc oprogramowanie), ktére pozwalaja na zgodna z
przeznaczeniem prace sprzetu radiowego i objete sg deklaracjg zgodnosci UE:
Oprogramowanie: -

Akcesoria -
Sktadnik: -
9. Dodatkowe informacije:
Klasyfikacja: Class I, MDR Annex VIII
Podstawowa UDI-DI:  4901780PrintMediaWR
SRN Producenta: [will be available after open the Eudamed]

SRN Autoryzowanego [will be available after open the Eudamed]
Przedstawiciela:

Przeznaczenie: Print media for Sony's medical printer
Akcesoria -
Uwagi -
Podpisano w imieniu: Sony Corporation
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Numer 2020EU00790
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

1. Modelo No:

2.  Nome e endereco do mandatério do Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,

fabricante:

3. A presente declaragéo de

UPT-510BL

Belgium

DECLARACAO DE CONFORMIDADE UE

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

conformidade € emitida sob a
exclusiva responsabilidade do
fabricante:
Objeto da declaracao: Blue Thermal Film
O objeto da declaragdo acima mencionada esta em conformidade com:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
2011/65/EU (RoHS)

Quando aplicavel, referencias as relevantes normas harmonizadas utilizadas ou referencias as especificagbes técnicas em
relagéo as quais é declarada a conformidade:

Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

Quando aplicavel, nome e numero do organismo notificado, descri¢cdo da intervencéo e certificado:

Quando aplicavel, a descriigcao de acessorios e componentes, incluindo software, que permitem que o equipamento de radio
funcione da forma prevista e coberto pela declaragéo de conformidade da UE:

Software: -

Acessorio(s): -

Componente: -

Informagbes adicionais:

Classificagao: Class |, MDR Annex VIII
UDI-DI basico: 4901780PrintMediaWR
Numero Unico de [will be available after open the Eudamed]
registo do
Fabricante:
Numero Unico de [will be available after open the Eudamed]
registo do
Mandatario:
Finalidade Prevista:  Print media for Sony's medical printer
Acessorio(s): -
Nota(s): -
Assinado por e em nome de: Sony Corporation
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Numero de 2020EU00790
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: UPT-510BL
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: Blue Thermal Film

5. Obiectul declaratiei descrise mai sus este conform cu:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

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

8. Unde este valabil, descrierea accesoriilor si a componentelor, inclusiv software, care permit echipamentului radio sa
functioneze asa cum a fost destinat si acoperit de catre declaratia de conformitate EU:
Software: -
Accesorii: -
Componenta: -

9. Informatii suplimentare:

Clasificare: Class |, MDR Annex VIII
UDI-DI de baza: 4901780PrintMediaWR
SRN Producator: [will be available after open the Eudamed]
SRN Reprezentant [will be available after open the Eudamed]
Autorizat:
Scopul propus: Print media for Sony's medical printer
Accesorii: -
Nota: -

Semnat pentru si din partea: Sony Corporation

Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Numar referinta: 2020EU00790

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: UPT-510BL
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: Blue Thermal Film

5. VyS3Sie opisany predmet vyhlasenia je v zhode so:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

7. V pripade potreby, meno a ¢islo notifikovaného organu, popis intervencie a certifikat:

8. V pripade potreby, popis prislusenstva a komponentov, vratane softvéru, ktory umoznuje prevadzku radiového zariadenia
podla predpokladu a na ktoré sa vztahuje vyhlasenie o zhode EU:
Softvér: -
Prislusenstvo(a): -
Komponent: -

9. Dodato¢né informacie:

Klasifikacia: Class |, MDR Annex VIII
Zakladné UDI-DI: 4901780PrintMediaWR
Vyrobca SRN: [will be available after open the Eudamed]
Splnomocneny [will be available after open the Eudamed]
z4stupca SRN:
Zamyslany ucel: Print media for Sony's medical printer
Prisludenstvo(4): -
Poznamka(y): -

Podpisané za a v mene: Sony Corporation

Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referenéné Cislo: 2020EU00790

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: UPT-510BL
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: Blue Thermal Film

5. Predmet navedene izjave je v skladu z:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
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

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

7. Kjer je to ustrezno, obvescen naziv telesa in Stevilka, opis intervencije in certifikat:

8. Kjer je to ustrezno, opis dodatkov in komponent, vkljucno s programsko opremo, ki omogoca namenjeno delovanje radijski
opremi, ki jo zajema izjava EU o skladnosti:
Programska oprema: -
Dodatki: -
Komponenta: -

9. Dodatne informacije:
Klasifikacija: Class |, MDR Annex VI
Osnovna UDI-DI: 4901780PrintMediaWR
Enotna registrska 8t.  [will be available after open the Eudamed]
proizvajalca:
Enotna reg. &t. poobl. [will be available after open the Eudamed]
predstavnika:

Predvideni namen: Print media for Sony's medical printer
Dodatki: -
Opombe: -
Podpisano za in v imenu: Sony Corporation
Tokyo, 2020-09-07
Ryogo Katayama
Quality Officer
Quality Officer Group
Quality & Environmental Dept.
Referenc¢na st.: 2020EU00790

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: UPT-510BL
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: Blue Thermal Film

5. Foremalet for deklarationen som beskrivs ovan 6verensstammer med:
2017/745 (Medical Device Regulation)
2014/53/EU (Radio Equipment)
2011/65/EU (RoHS)

6. |tillampliga fall, ska hanvisningar till relevanta harmoniserade standarder som anvands eller hanvisningar till tekniska
specifikationer for vilka Overensstdammelse deklareras:

Medical: EN 60601-1:2006 + A1:2013, EN 60601-1-2:2015

Radio Equipment:  EN 50364:2018, EN 62368-1:2014 + A11:2017, EN 301 489-3:2019 (V2.1.1), EN 300 330:2017
(V2.1.1)

RoHS: EN 50581:2012

7. Itillampliga fall, det anmalda organet (namn och nummer), beskrivning av ingripande och intyg:

8. Omitillampligt, en beskrivning av tillbehér och komponenter, inklusive programvara, som tillater radioutrustningen att fungera
som avsedd och omfattas av EU-férséakran om dverensstammelse:
Programvara: -
Tillbehor: -
Komponent: -

9. Yitterligare information:
Klassificering: Class |, MDR Annex VI
Grundlaggande UDI- 4901780PrintMediaWR
DI:

Tillverkare SRN: [will be available after open the Eudamed]
Auktoriserad [will be available after open the Eudamed]
representant SRN:
Avsedda andamal: Print media for Sony's medical printer
Tillbehor: -
Notera: -

Undertecknad for och pa Sony Corporation

uppdrag av:

Tokyo, 2020-09-07

Ryogo Katayama

Quality Officer

Quality Officer Group

Quality & Environmental Dept.
Referensnummer: 2020EU00790

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