EU DECLARATION OF CONFORMITY

SUPER ULSTAR

Thermal Paper for Video Printer

Digitally signed by Palii Nina
Date: 2023.10.19 14:22:16 EEST
Reason: MoldSign Signature
Location: Moldova




English(EN)
Bulgarian(BG)
Czech(CS)
Danish(DA)
German(DE)
Greek(EL)
Spanish(ES)
Estonian(ET)
Finnish(FI)
French(FR)
Irish(GA)
Croatian(HR)
Hungarian(HU)
Italian(IT)
Lithuanian(LT)
Latvian(LV)
Maltese(MT)
Dutch(NL)
Norwegian(NO)
Polish(PL)
Portugese(PT)
Romanian(RO)
Slovak(SK)
Slovenian(SL)
Swedish(SV)

EU DECLARATION OF CONFORMITY
OEKNAPALINA 3A CbOTBETCTBME HA EC
EU PROHLASENI O SHODE
EU-OVERENSSTEMMELSESERKL/ZAERING
EU-KONFORMITATSERKLARUNG

AHAQZH LYMMOP®QSHY EE
DECLARACION DE CONFORMIDAD DE LA UE
ELI VASTAVUSDEKLARATSIOON

EU: N VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION DE CONFORMITE UE
DEARBHU COMHREIREACHTA AN AE

EU IZJAVA O SUKLADNOSTI
EU-MEGFELELOSEGI NYILATKOZAT
DICHIARAZIONE DI CONFORMITA UE

ES ATITIKTIES DEKLARACIJA

ES ATBILSTIBAS DEKLARACIJA
DIKJARAZZJONI TA 'KONFORMITA TAL-UE
EU-CONFORMITEITSVERKLARING
EU-SAMSVARSERKLZARING

DEKLARACJA ZGODNOSCI UE
DECLARACAO DE CONFORMIDADE DA UE
DECLARATIA DE CONFORMITATE A UE
VYHLASENIE O ZHODE EU

IZJAVA EU O SKLADNOSTI

EU-FORSAKRAN OM OVERENSSTAMMELSE



CDUR,_CD’ (EN)

EU DECLARATION OF CONFORMITY

1. Manufacturer: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Authorized Representative: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Products:

1) Common name: Thermal Papers for Video Printer, or Ultrasound Paper

2) Trade name: SUPER ULSTAR

3) Model: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Risk Class: Class |, MDR ANNEX VIII

5) Basic UDI-DI: 880917855ULSTAR3W

6) Relevant CS: N/A

7) Intended Purpose: Print media for Sony and Mitsubishi medical printer

We herewith declare that the products mentioned above meet the provisions of the EU MDR 2017/745
for medical devices.

This Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Signed for and on behalf of: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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OEKNAPALINA 3A CBOTBETCTBUE HA EC

1. NMpoussoauTen: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. YnbnHOMOLWWEH npeacTaBuTen: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. MpoAaykTu:

1) YecTto cpelaHo nme: Thermal Papers for Video Printer, or Ultrasound Paper
2) Twbproscko HanmeHoBaHne: SUPER ULSTAR

3) Mopen: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Knac Ha pucka: Class I, MDR ANNEX VIl
5) OcHoeeHn UDI-DI:  880917855ULSTAR3W
6) CwbotBeTHa CS: N/A

7) lpegHasHadeHne: Hocutenu 3a neyart 3a MeauUUHCKK NpuHTep Sony 1 Mitsubishi

C HacToALLOTO AeknapupamMe, Yye ropenocodeHnTe NpoayKTH OTroBapaT Ha pasnopenbute Ha EU MDR
2017/745 3a MmeguLUWHCKN U3aenus.

Hactosiwata pgeknapaumsa 3a CbOTBETCTBME Ce M3OaBa Ha €OMHCTBEHaTa OTFOBOPHOCT Ha
npoun3soaunTens.

MNopanucaHo 3a n ot umeto Ha: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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EU PROHLASENI O SHODE

1. Vyrobce: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Zplnomocnény zastupce: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. produkty:
1) Bézné jméno: Thermal Papers for Video Printer, or Ultrasound Paper
2) Jméno vyrobku: SUPER ULSTAR
3) Model: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S
4) Trida rizika: Class |, MDR ANNEX VIlI
5) Zé&kladni UDI-DI: 880917855ULSTAR3W
6) Relevantni CS: N/A
7) Zamysleny ucel: Tiskova média pro lékarské tiskarny Sony a Mitsubishi

Timto prohlasujeme, Ze vySe uvedené produkty splfiuji ustanoveni EU MDR 2017/745 pro zdravotnické
prostredky.

Toto prohlaseni o shodé se vydava na vyhradni odpovédnost vyrobce.

Podepsano za a jménem: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division



Gurico) o

EU-OVERENSSTEMMELSESERKLZARING

1. Fabrikant: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Autoriseret repraesentant:. DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produkter:

1) Almindeligt navn:  Thermal Papers for Video Printer, or Ultrasound Paper
2) Handelsnavn: SUPER ULSTAR

3) Model: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Risikoklasse: Class I, MDR ANNEX VIII

5) Grundleeggende UDI-DI: 880917855ULSTAR3W

6) Relevant CS: N/A

7) Formalet med formalet: Printmedier til medicinsk printer fra Sony og Mitsubishi

Vi erkleerer hermed, at de ovennaevnte produkter opfylder bestemmelserne i EU MDR 2017/745 for
medicinsk udstyr.

Denne overensstemmelseserklaering udstedes under producentens eneste ansvar.

Underskrevet for og pa vegne af: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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EU-KONFORMITATSERKLARUNG

1. Hersteller: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Bevollméachtigter Vertreter: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produkte:
1) Gemeinsamen Namen: Thermal Papers for Video Printer, or Ultrasound Paper
2) Handelsname: SUPER ULSTAR
3) Modell: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S
4) Risikoklasse: Class |, MDR ANNEX VIII
5) Grundlegende UDI-DI: 880917855ULSTAR3W
6) Relevante CS: N/A
7) Sinn und Zweck der Sache: Druckmedien fur medizinische Drucker von Sony und

Mitsubishi

Wir erklaren hiermit, dass die oben genannten Produkte den Bestimmungen des EU-MDR 2017/745
fur Medizinprodukte entsprechen.

Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers ausgestellt.

Unterzeichnet fir und im Auftrag von:  DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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AHAQ3H >YMMOP®Q3H2 EE

1. KATAOKEVAOTAG: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Etouvowobotnuévog avrimrpoéoconog: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Npoidévta:
1) ZvvnOropévo Ovona: Thermal Papers for Video Printer, or Ultrasound Paper
2) EumopikhA ovopacia: SUPER ULSTAR
3) Movredo: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S
4) Katnyopia KivdUvou: Class I, MDR ANNEX VIII
5) Baolko UDI-DI: 880917855ULSTAR3W
6) 2XeTLKO CS: N/A

7) TMpoPAetréuevog okotrdg: MEoa eKTUTTWONG yia 1IATPIKG eKTUTTWTH Sony kai Mitsubishi

AnAwvovpe 0TL Ta TTpoava@epdleva TTPoidvTa TTANPoUv TIG diatdielg Tou EU MDR 2017/745 yia
IaTPOTEXVOAOYIKA TTPOIGVTA.

H mmapouloa dAAwon oupudpdwong ekdiSetal PE ATTOKAEIOTIKI €UBUVN, TOU KOTAOKEUAOTH.

Ymoypddnke kai yia Aoyapiacud tou:  DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division



Gurico) 9

DECLARACION DE CONFORMIDAD DE LA UE

1. Fabricante: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Representante autorizado: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Productos:

1) Nombre comun: Thermal Papers for Video Printer, or Ultrasound Paper
2) Nombre comercial: SUPER ULSTAR

3) Modelo: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Clase de riesgo: Class I, MDR ANNEX VIl

5) UDI-DI bésico: 880917855ULSTAR3W

6) CS relevante: N/A

7) Finalidad prevista: Medios de impresion para impresoras médicas Sony y Mitsubishi

Por la presente declaramos que los productos mencionados anteriormente cumplen con las
disposiciones del EU MDR 2017/745 para dispositivos médicos.

Esta Declaracion de conformidad se emite bajo la exclusiva responsabilidad del fabricante.

Firmado para y en representacion de:  DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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ELI VASTAVUSDEKLARATSIOON

1. Tootja: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Autoriseeritud esindaja: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Tooted:

1) Uldnimi: Thermal Papers for Video Printer, or Ultrasound Paper
2) Arinimi: SUPER ULSTAR

3) Mudel: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Riskiklass: Class I, MDR ANNEX VIl

5) P&hiline UDI-DI: 880917855ULSTAR3W

6) Asjakohane CS: N/A

7) Eesmaérk: Sony ja Mitsubishi meditsiiniprinteri trikikandjad

Kaesolevaga kinnitame, et Ulalnimetatud tooted vastavad meditsiiniseadmeid kasitleva EL MDR
2017/745 satetele.

See vastavusdeklaratsioon on vélja antud ainult tootja vastutusel.

Allkirjastatud kasutaja nimel ja nimel: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division



CDUR,_CD’ (FD

EU: N VAATIMUSTENMUKAISUUSVAKUUTUS

1. Valmistaja: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Valtuutettu edustaja: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Tuotteet:

1) Yleinen nimi: Thermal Papers for Video Printer, or Ultrasound Paper

2) Kauppanimi: SUPER ULSTAR

3) Malli SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Riskiluokka: Class |, MDR ANNEX VIlI

5) Perus UDI-DI: 880917855ULSTAR3W

6) Asiaankuuluva CS: N/A
7) Tarkoitettu tarkoitus: Tulostusvélineet Sonyn ja Mitsubishin la&ketieteellisiin tulostimiin

Vakuutamme, ettd edelld mainitut tuotteet tayttavat laakinnallisia laitteita koskevan EU: n MDR
2017/745 -sdannokset.

Tama vaatimustenmukaisuusvakuutus annetaan yksin valmistajan vastuulla.

Allekirjoittanut puolesta ja puolesta: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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DECLARATION DE CONFORMITE UE

1. Fabricant:

2. Représentant autorisé:

3. Produits:
1) Nom commun:

2) Nom commercial:

3) Modéle:

4) Classe de risque:

5) UDI-DI de base:
6) CS pertinent:
7) Objectif prévu:

DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

Thermal Papers for Video Printer, or Ultrasound Paper
SUPER ULSTAR

SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

Class I, MDR ANNEX VIl

880917855ULSTAR3W

N/A

Moyens d'impression pour imprimantes médicales Sony et
Mitsubishi

Nous déclarons par la présente que les produits mentionnés ci-dessus satisfont aux dispositions de la
directive EU MDR 2017/745 pour les dispositifs médicaux.

Cette déclaration de conformité est émise sous la seule responsabilité du fabricant.

Signé pour et au nom de:

DURICO C&T, INC.

Republic of Korea, May 23, 2022 ,

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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DEARBHU COMHREIREACHTA AN AE

1. Monardir: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. lonadai Udaraithe: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Tairgi:
1) Ainm coitianta: Thermal Papers for Video Printer, or Ultrasound Paper
2) Ainm tradala: SUPER ULSTAR

3) Mnla: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Aicme Riosca: Class I, MDR ANNEX VIl

5) UDI-DI buntsach: 880917855ULSTAR3W

6) CS abhartha: N/A

7) Cuspoir Beartaithe: Meain chléite do phrintéir leighis Sony agus Mitsubishi

Dearbhaimid leis seo go gcomhlionann na tairgi a luaitear thuas foralacha MDR AE 2017/745 maidir
le gairis leighis.

Eisitear an Dearbht Comhréireachta seo faoi fhreagracht an mhonaréra amhain.

Sinithe ar son agus thar ceann: DURICO C&T, INC.

Republic of Korea, May 23, 2022

~

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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EU IZJAVA O SUKLADNOSTI

1. Proizvodac: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Ovlasteni predstavnik: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Proizvodi:
1) Uobi¢ajeno ime: Thermal Papers for Video Printer, or Ultrasound Paper
2) Trgovacki naziv: SUPER ULSTAR
3) Model: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S
4) Klasa rizika: Class |, MDR ANNEX VIII
5) Osnovni UDI-DI: 880917855ULSTAR3W
6) Relevantni CS: N/A
7) Namijera: Mediji za ispis za medicinski pisa¢ Sony i Mitsubishi

Ovim izjavljuiemo da gore navedeni proizvodi udovoljavaju odredbama EU MDR 2017/745 za
medicinske uredaje.

Ova lzjava o sukladnosti izdaje se na isklju€ivu odgovornost proizvodaca.

Potpisano zaiuime:  DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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EU-MEGFELELOSEGI NYILATKOZAT

1. Gyérto: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Meghatalmazott képviselgje: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Termékek:

1) Gyakori név: Thermal Papers for Video Printer, or Ultrasound Paper
2) Kereskedelminév: SUPER ULSTAR

3) Modell: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Kockazati osztaly: Class |, MDR ANNEX VIII

5) Alapvetd UDI-DI:  880917855ULSTAR3W

6) Relevans CS: N/A

7) Széandékos cél: Nyomtatasi média Sony és Mitsubishi orvosi nyomtatékhoz

Ezuton kijelentjuk, hogy a fent emlitett termékek megfelelnek az EU MDR 2017/745 orvostechnikai
eszkozokre vonatkozo rendelkezéseinek.

Ezt a megfeleléségi nyilatkozatot a gyarto kizardlagos felelésségével allitjak ki.

Alairta és nevében: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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DICHIARAZIONE DI CONFORMITA UE

1. Produttore: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Rappresentante autorizzato: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Prodotti:

1) Nome comune: Thermal Papers for Video Printer, or Ultrasound Paper
2) Nome depositato: SUPER ULSTAR

3) Modello: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Classe dirischio:  Class I, MDR ANNEX VI

5) UDI-DI di base: 880917855ULSTAR3W

6) CS pertinente: N/A

7) Scopo previsto: Supporti di stampa per stampanti medicali Sony e Mitsubishi

Con la presente dichiariamo che i prodotti sopra menzionati soddisfano le disposizioni della EU MDR
2017/745 per i dispositivi medici.

La presente Dichiarazione di conformita viene rilasciata sotto la responsabilita esclusiva del produttore.

Firmato a nome e per conto di: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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ES ATITIKTIES DEKLARACIJA

1. Gamintojas: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Jgaliotasis atstovas: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produktai:
1) Daznas vardas: Thermal Papers for Video Printer, or Ultrasound Paper
2) Prekinis pavadinimas: SUPER ULSTAR
3) Modelis: SUPER ULSTAR-1100HG

SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Modelis ir UDI-DI:  Class |, MDR ANNEX VI

5) Pagrindinis UDI-DI: 880917855ULSTAR3W

6) Atitinkamas CS: N/A

7) Numatytas tikslas: ,Sony* ir ,Mitsubishi“ medicininio spausdintuvo spausdinimo
laikmenos

Siuo pareigkiame, kad auk3&iau paminéti produktai atitinka ES MDR 2017/745 nuostatas dél medicinos
prietaisy.

Si atitikties deklaracija yra i$leista tik gamintojo atsakomybe.
PasiraSyta uz ir jos vardu: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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ES ATBILSTIBAS DEKLARACIJA

1. Razotajs: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Pilnvarotais parstavis: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produkti:

1) Parastais nosaukums: Thermal Papers for Video Printer, or Ultrasound Paper

2) Tirdzniecibas nosaukums: SUPER ULSTAR

3) Modelis: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Riska klase: Class |, MDR ANNEX VIII

5) Pamata UDI-DI: 880917855ULSTAR3W

6) Attiecigais CS: N/A

7) Paredzétais mérkis: Drukas materiali Sony un Mitsubishi mediciniskajam printerim

Ar 30 més pazinojam, ka iepriek§ minétie produkti atbilst ES MDR 2017/745 noteikumiem par
medicinas iericem.

ST atbilstibas deklaracija ir izsniegta tikai razotaja atbildiba.
Parakstits par un varda: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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DIKJARAZZJONI TA 'KONFORMITA TAL-UE

1. Manifattur:

2. Rapprezentant Awtorizzat:

3. Prodotti:

1) Isem komuni:
2) Isem kummergjali:
3) Mudell:

4) Klassi ta 'Riskju:
5) UDI-DI Baziku:
6) CS relevanti:

7) Skop Mahsub:

Anhna hawnhekk niddikjaraw li I-prodotti msemmija hawn fuq jissodisfaw id-dispozizzjonijiet tal-EU MDR
2017/745 ghal apparat mediku.

DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

Thermal Papers for Video Printer, or Ultrasound Paper
SUPER ULSTAR

SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

Class |, MDR ANNEX VIlI

880917855ULSTAR3W

N/A

Stampa ghall-istampatur mediku Sony u Mitsubishi

Din id-Dikjarazzjoni ta 'Konformita tinhareg taht ir-responsabbilta unika tal-manifattur.

Iffirmat ghal u f'isem: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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EU-CONFORMITEITSVERKLARING

1. Fabrikant: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Bevoegde vertegenwoordiger: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Producten:

1) Gemeenschappelijke naam: Thermal Papers for Video Printer, or Ultrasound Paper
2) Handelsnaam: SUPER ULSTAR

3) Model: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Risicoklasse: Class I, MDR ANNEX VIl

5) Basis UDI-DI: 880917855ULSTAR3W

6) Relevante CS: N/A

7) Beoogd doel: Afdrukmedia voor medische printers van Sony en Mitsubishi

Hierbij verklaren wij dat de hierboven genoemde producten voldoen aan de bepalingen van de EU
MDR 2017/745 voor medische hulpmiddelen.

Deze conformiteitsverklaring wordt verstrekt onder de exclusieve verantwoordelijkheid van de fabrikant.

Ondertekend voor en namens: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division



Gurico) o)

EU-SAMSVARSERKLZARING

1. Produsent: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Autorisert representant: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produkter:

1) Vanlig navn: Thermal Papers for Video Printer, or Ultrasound Paper
2) Handelsnavn: SUPER ULSTAR
3) Modell: SUPER ULSTAR-1100HG

SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Risikoklasse: Class |, MDR ANNEX VIII

5) Grunnleggende UDI-DI: 880917855ULSTAR3W

6) Relevant CS: N/A

7) Tiltenkt formal: Utskriftsmedier for medisinsk skriver fra Sony og Mitsubishi

Vi erkleerer herved at produktene nevnt ovenfor oppfyller bestemmelsene i EU MDR 2017/745 for
medisinsk utstyr.

Denne samsvarserklzeringen utstedes pa produsentens eneste ansvar.

Signert for og pa vegne av: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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DEKLARACJA ZGODNOSCI UE

1. Producent: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Upowazniony przedstawiciel: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produkty:

1) Nazwa zwyczajowa: Thermal Papers for Video Printer, or Ultrasound Paper
2) Nazwa handlowa: SUPER ULSTAR

3) Model: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Klasa ryzyka: Class I, MDR ANNEX VIII

5) Podstawowy UDI-DI: 880917855ULSTAR3W

6) Odpowiednie CS: N/A

7) Zamierzony cel: Nosnik do drukarek medycznych Sony i Mitsubishi

Oswiadczamy, ze wyzej wymienione produkty spetniajg wymagania Rozporzadzenia UE MDR
2017/745 dla wyrobéw medycznych.

Niniejsza deklaracja zgodnosci wydana jest na wytgczng odpowiedzialnos¢ producenta.

Podpisano w imieniu:  DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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DECLARACAO DE CONFORMIDADE DA UE

1. Fabricante: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Representante autorizado: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produtos:

1) Nome comum: Thermal Papers for Video Printer, or Ultrasound Paper
2) Nome comercial: SUPER ULSTAR

3) Modelo: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Classe de Risco: Class I, MDR ANNEX VIl

5) UDI-DI bésico: 880917855ULSTAR3W
6) CS relevante: N/A
7) Finalidade: Midia de impresséo para impressoras médicas Sony e Mitsubishi

Declaramos aqui que os produtos mencionados acima atendem as disposi¢cdes da EU MDR 2017/745
para dispositivos médicos.

Esta Declaracédo de Conformidade é emitida sob a responsabilidade exclusiva do fabricante.

Assinado por e em nome de: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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DECLARATIA DE CONFORMITATE A UE

1. Producator: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Reprezentant autorizat: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produse:
1) Denumirea comuna: Thermal Papers for Video Printer, or Ultrasound Paper
2) Nume comercial: SUPER ULSTAR
3) Model: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S
4) Clasa de risc: Class I, MDR ANNEX VIl
5) UDI-DI de baza: 880917855ULSTAR3W
6) CS relevante: N/A
7) Scopul propus: Suport de imprimare pentru imprimanta medicala Sony si Mitsubishi

Declaram prin prezenta ca produsele mentionate mai sus respecta prevederile MDR UE 2017/745
pentru dispozitive medicale.

Aceasta Declaratie de conformitate este emisa sub responsabilitatea exclusiva a producatorului.

Semnat pentru si in numele: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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VYHLASENIE O ZHODE EU

1. Vyrobca: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Splnomocneny zastupca: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produkty:

1) Spolocny nazov: Thermal Papers for Video Printer, or Ultrasound Paper
2) Obchodné meno: SUPER ULSTAR

3) Model: SUPER ULSTAR-1100HG
SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Trieda rizika: Class |, MDR ANNEX VIII

5) Zé&kladné UDI-DI:  880917855ULSTAR3W

6) Prislusné CS: N/A

7) Zamyslany ucel: Tlacové média pre lekarske tlaciarne Sony a Mitsubishi

Tymto vyhlasujeme, Ze vy$Sie uvedené produkty spifaji ustanovenia EU MDR 2017/745 pre
zdravotnicke pomaocky.

Toto vyhlasenie o zhode sa vydava na vyhradnt zodpovednost vyrobcu.
Podpisané za a v mene pouzivatela: DURICO C&T, INC.

Republic of Korea, May 23, 2022

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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IZJAVA EU O SKLADNOSTI

1. Proizvajalec: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Pooblaséeni zastopnik: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. lzdelki:
1) Pogosto ime: Thermal Papers for Video Printer, or Ultrasound Paper
2) Trgovsko ime: SUPER ULSTAR
3) Model: SUPER ULSTAR-1100HG

SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Razred tveganja:  Class |, MDR ANNEX VIII

5) Osnovni UDI-DI: 880917855ULSTAR3W

6) Ustrezni CS: N/A

7) Predvideni namen: Tiskalni mediji za medicinski tiskalnik Sony in Mitsubishi

Izjavljamo, da zgoraj navedeni izdelki izpolnjujejo dolocbe EU MDR 2017/745 za medicinske
pripomocke.

Ta izjava o skladnosti je izdana na izklju¢no odgovornost proizvajalca.

Podpisané za a v mene pouzivatela: DURICO C&T, INC.

Republic of Korea, May 23, 2022 ,

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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EU-FORSAKRAN OM OVERENSSTAMMELSE

1. Tillverkare: DURICO C&T, INC. (SRN: KR-MF-000023740)
33 Oedap 6-gil, Sangju-si, Gyeongbuk 37240, Republic of Korea
Phone: +82 (0)2 525 8405 / Fax: +82 (0)2 525 7461

2. Auktoriserad representant: DURICO IMAGING BVBA (SRN: BE-AR-000022105)
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produkter:

1) Vanligt namn: Thermal Papers for Video Printer, or Ultrasound Paper
2) Handelsnamn: SUPER ULSTAR
3) Modell: SUPER ULSTAR-1100HG

SUPER ULSTAR-1100HD
SUPER ULSTAR-1100HD Mibi
SUPER ULSTAR-1100HD Matt
SUPER ULSTAR-2100HD
SUPER ULSTAR-1100S
SUPER ULSTAR-1100S Mibi
SUPER ULSTAR-840HG
SUPER ULSTAR-840S

4) Riskklass: Class |, MDR ANNEX VIII

5) Grundlaggande UDI-DI: 880917855ULSTAR3W

6) Relevant CS: N/A

7) Avsedda andamal: Utskriftsmedia for medicinsk skrivare fran Sony och Mitsubishi

Vi forklarar harmed att de produkter som namns ovan uppfyller bestammelserna i EU MDR 2017/745
for medicintekniska produkter.

Denna forsakran om dverensstammelse utfardas pa tillverkarens eget ansvar.

Undertecknad for och pa uppdrag av:  DURICO C&T, INC.

Republic of Korea, May 23, 2022

~

Namhoon Kim
Executive Managing Director
Medical Consumables Division
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