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CDUR,_CD’ (EN)

EU DECLARATION OF CONFORMITY

1. Manufacturer: DURICO C&T, INC. (SRN: )
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: )
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 VIl

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, April 30, 2021

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

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

2. YN'bNHOMOLEH NpeacTaBuUTen: DURICO IMAGING BVBA (SRN: )
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. NMpoaykTu:

1) YecTo cpeLLaHo Ume: Thermal Papers for Video Printer, or Ultrasound Paper
2) Twobproscko HanmeHoBaHne: SUPER ULSTAR

3) Mogen: 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 VI
5) OcHoeH UDI-DI:  880917855ULSTAR3W
6) CwbotBeTHa CS: N/A

7) TlNpepHasHayeHne: HocuTenu 3a neyat 3a MeguUUHCKM NpuHTep Sony n Mitsubishi

C HacToALWOTO Aeknapupame, Ye ropenocodeHnTe NPoayKTU OTroBapsT Ha pasnopenbute Ha EU MDR
2017/745 3a meguLUUHCKN U3genus.

Hactoauiata pgeknapauus 3a CbOTBETCTBME Ce€ M3[aBa Ha eavHCTBEeHaTa OTroBOPHOCT Ha

nponssoguUTens.

Moanucano 3a 1 ot umeto Ha: DURICO C&T, INC.

Republic of Korea, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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EU PROHLASENI O SHODE

1. Vyrobce: DURICO C&T, INC. (SRN: )
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: )
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. produkty:
1) BézZné 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 VIl
5) Zakladni UDI-DI: 880917855ULSTAR3W
6) Relevantni CS: N/A
7) Zamysleny ucel: Tiskova média pro Iékafské tiskarny Sony a Mitsubishi

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

Toto prohlaseni o shodé se vydava na vyhradni odpovédnost vyrobce.

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

Republic of Korea, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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EU-OVERENSSTEMMELSESERKLZARING

1. Fabrikant: DURICO C&T, INC. (SRN: )
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: )
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 |, 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, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division



CDUR,_CD’ (DE)

EU-KONFORMITATSERKLARUNG

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

2. Bevollmiachtigter Vertreter: DURICO IMAGING BVBA (SRN: )
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 flr 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 fur und im Auftrag von:  DURICO C&T, INC.

Republic of Korea, April 30, 2021

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

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

2. E¥ovorobotnuévog avrimmpoonnog: DURICO IMAGING BVBA (SRN: )
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Npoiévta:
1) ZvvnOropévo dévona: Thermal Papers for Video Printer, or Ultrasound Paper
2) EpmopikA ovouaoia: 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 KivdéUvou: 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

AnAwvovue OTL Ta TTpoava@epdueva TTPoidvTa TTANpoUv TG diatdieig Tou EU MDR 2017/745 yia
IaTPOTEXVOAOYIKG TTPOIdVTA.

H mmapouloa dAAwon oUuppdpdwong ekdiGetal PE ATTOKAEIOTIKI €UBUVN, TOU KOTAOKEUAOTH.

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

Republic of Korea, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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DECLARACION DE CONFORMIDAD DE LA UE

1. Fabricante: DURICO C&T, INC. (SRN: )
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: )
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 |, MDR ANNEX VIII

5) UDI-DI basico: 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, April 30, 2021 ,

Namhoon Kim
Managing Director
Medical Consumables Division
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ELI VASTAVUSDEKLARATSIOON

1. Tootja: DURICO C&T, INC. (SRN: )
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: )
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 VIII

5) Pohiline UDI-DI: 880917855ULSTAR3W

6) Asjakohane CS: N/A

7) Eesmark: Sony ja Mitsubishi meditsiiniprinteri trikikandjad

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

See vastavusdeklaratsioon on valja antud ainult tootja vastutusel.

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

Republic of Korea, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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EU: N VAATIMUSTENMUKAISUUSVAKUUTUS

1. Valmistaja: DURICO C&T, INC. (SRN: )
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: )
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 VIII

5) Perus UDI-DI: 880917855ULSTAR3W

6) Asiaankuuluva CS: N/A
7) Tarkoitettu tarkoitus: Tulostusvalineet Sonyn ja Mitsubishin l1aaketieteellisiin tulostimiin

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

Tama vaatimustenmukaisuusvakuutus annetaan yksin valmistajan vastuulla.

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

Republic of Korea, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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DECLARATION DE CONFORMITE UE

1. Fabricant:

2. Représentant autorisé:

3. Prodauits:
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: )
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: )
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 VIII

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, April 30, 2021 ,

Namhoon Kim
Managing Director
Medical Consumables Division
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DEARBHU COMHREIREACHTA AN AE

1. Monaréir: DURICO C&T, INC. (SRN: )
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: )
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) Manla: 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 |, MDR ANNEX VIII

5) UDI-DI bundsach: 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 Dearbhi Comhréireachta seo faoi fhreagracht an mhonaréra amhain.

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

Republic of Korea, April 30, 2021

~

Namhoon Kim
Managing Director
Medical Consumables Division
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EU IZJAVA O SUKLADNOSTI

1. Proizvodac: DURICO C&T, INC. (SRN: )
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: )
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 lIzjava o sukladnosti izdaje se na isklju€ivu odgovornost proizvodaca.

Potpisano zaiuime: DURICO C&T, INC.

Republic of Korea, April 30, 2021 ,

Namhoon Kim
Managing Director
Medical Consumables Division
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EU-MEGFELELOSEGI NYILATKOZAT

1. Gyarto: DURICO C&T, INC. (SRN: )
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 képviseldje: DURICO IMAGING BVBA (SRN: )
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 VI

5) Alapveté UDI-DI: ~ 880917855ULSTAR3W

6) Relevans CS: N/A

7) Szandékos cél: Nyomtatasi média Sony és Mitsubishi orvosi nyomtatokhoz

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

Ezt a megfeleléségi nyilatkozatot a gyart6 kizardlagos felelésségével allitjak ki.

Alairta és nevében: DURICO C&T, INC.

Republic of Korea, April 30, 2021 ,

Namhoon Kim
Managing Director
Medical Consumables Division
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DICHIARAZIONE DI CONFORMITA UE

1. Produttore: DURICO C&T, INC. (SRN: )
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: )
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 di rischio: Class |, MDR ANNEX VIII

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, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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ES ATITIKTIES DEKLARACIJA

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

2. |galiotasis atstovas: DURICO IMAGING BVBA (SRN: )
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 VIl

5) Pagrindinis UDI-DI: 880917855ULSTAR3W

6) Atitinkamas CS: N/A

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

Siuo pareiskiame, kad auk$&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, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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ES ATBILSTIBAS DEKLARACIJA

1. Razotajs: DURICO C&T, INC. (SRN: )
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: )
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) Paredzéetais meérkis: Drukas materiali Sony un Mitsubishi mediciniskajam printerim

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

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

Republic of Korea, April 30, 2021

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

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

2. Rapprezentant Awtorizzat: DURICO IMAGING BVBA (SRN: )
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Prodotti:
1) Isem komuni: Thermal Papers for Video Printer, or Ultrasound Paper
2) Isem kummercjali: SUPER ULSTAR
3) Mudell: 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) Klassi ta 'Riskju: Class |, MDR ANNEX VIII

5) UDI-DI Baziku: 880917855ULSTAR3W
6) CS relevanti: N/A
7) Skop Manhsub: Stampa ghall-istampatur mediku Sony u Mitsubishi

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

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

Iffirmat ghal u fisem: ~ DURICO C&T, INC.

Republic of Korea, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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EU-CONFORMITEITSVERKLARING

1. Fabrikant: DURICO C&T, INC. (SRN: )
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: )
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 |, MDR ANNEX VIII

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, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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EU-SAMSVARSERKLZERING

1. Produsent: DURICO C&T, INC. (SRN: )
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: )
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 samsvarserkleeringen utstedes pa produsentens eneste ansvar.

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

Republic of Korea, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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DEKLARACJA ZGODNOSCI UE

1. Producent: DURICO C&T, INC. (SRN: )
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: )
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 |, 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 Rozporzgdzenia 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, April 30, 2021

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

1. Fabricante: DURICO C&T, INC. (SRN: )
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: )
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 |, MDR ANNEX VIII

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

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

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

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

Republic of Korea, April 30, 2021

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

1. Producator: DURICO C&T, INC. (SRN: )
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: )
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 |, MDR ANNEX VIII
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 ih numele: DURICO C&T, INC.

Republic of Korea, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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VYHLASENIE O ZHODE EU

1. Vyrobca: DURICO C&T, INC. (SRN: )
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: )
Villastraat 2C, 1830 Machelen, Belgium
Phone: +32 470 632 965 / Fax: +32 (0)2 791 9514

3. Produkty:

1) Spolo¢ny 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) Zakladné 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 spifnaju ustanovenia EU MDR 2017/745 pre
zdravotnicke pomécky.

Toto vyhlasenie o zhode sa vydava na vyhradnu zodpovednost' vyrobcu.
Podpisané za a v mene pouzivatela: DURICO C&T, INC.

Republic of Korea, April 30, 2021

Namhoon Kim
Managing Director
Medical Consumables Division
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IZJAVA EU O SKLADNOSTI

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

2. Pooblasceni zastopnik: DURICO IMAGING BVBA (SRN: )
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 VI

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 izkljuéno odgovornost proizvajalca.

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

Republic of Korea, April 30, 2021 ,

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

1. Tillverkare: DURICO C&T, INC. (SRN: )
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: )
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 I, 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 férsakran om 6verensstammelse utfardas pa tillverkarens eget ansvar.

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

Republic of Korea, April 30, 2021

~

Namhoon Kim
Managing Director
Medical Consumables Division
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Technical Data Sheet

[ULSTAR-1100HD, High Density Grade]

Item Specification Evaluation Method
Material Polypropylene
Thickness 875 um TAPPI T-411
Product Size Width 110 £0.1 mm KS B 5203
Length20+ 0.1 m
Physical Whiteness 88% Min ASTM E 313
Properties
Maximum Optical 1.70 Min DIN 16536
Density (Dmax)
Gloss 90% Max ASTM D 523
Basis Weight 62+4g/m TAPPI T-410
At 50°C,
Thermal resistance 90% Min No Color Change during 1 day
(Preservability of Max. Optical
Density)
At 40°C, 90%RH,
Prese'r'v?tlon Humidity Resistance 90% Min 26 hours
Abilities (Preservability of Max. Optical
Density)
Below sunlight, 28°C, 50%RH,
Sunlight Resistance 90% Min 1day,

(Preservability of Max. Optical
Density)

1. The data in this sheet represents average and does not constitute a warranty.
2. All the products shall be stored in a dark, cool and dry place below 30°C / 60% RH.




Technical Data Sheet

[ULSTAR-1100HG, High Glossy Grade]

Item Specification Evaluation Method
Material Polypropylene
Thickness 875 um TAPPIT-411
Product Size Width 110+ 0.1 mm KS B 5203
Length 18 £ 0.1 m
Physical Whiteness 88% Min ASTM E 313
Properties
Maximum Optical 1.70 Min DIN 16536
Density (Dmax)
Gloss 90% Min ASTM D 523
Basis Weight 62+4g/m TAPPI T-410
At 50°C, No Color Change
Thermal resistance 90% Min during 1 day
(Preservability of Max.
Optical Density)
At 40°C, 90%RH,
Prese'r'v?tlon Humidity Resistance 90% Min 26 hours
Abilities (Preservability of Max.
Optical Density)
Below sunlight, 28°C, 50%RH,
Sunlight Resistance 90% Min 1day,

(Preservability of Max.
Optical Density)

1. The data in this sheet represents average and does not constitute a warranty.
2. All the products shall be stored in a dark, cool and dry place below 30°C / 60% RH.
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Technical Data Sheet

[ULSTAR-1100S, Standard Grade]

Item Specification Evaluation Method
Material Polypropylene
Thickness 855 um TAPPIT-411
Product Size Width 110+ 0.1 mm KS B 5203
Length20+ 0.1 m
Physical Whiteness 88% Min ASTM E 313
Properties
Maximum Optical 1.20 Min DIN 16536
Density (Dmax)
Gloss 50% Min ASTM D 523
Basis Weight 60+ 4 g/m’ TAPPI T-410
At 50°C,
Thermal resistance 90% Min No Color Change during 1 day
(Preservability of Max.
Optical Density)
At 40°C, 90%RH,
Prese'r'v?tlon Humidity Resistance 90% Min 26 hours
Abilities (Preservability of Max.
Optical Density)
Below sunlight, 28°C, 50%RH,
Sunlight Resistance 90% Min 1day,

(Preservability of Max.
Optical Density)

1. The data in this sheet represents average and does not constitute a warranty.
2. All the products shall be stored in a dark, cool and dry place below 30°C / 60% RH.




EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V

Registration No.; DD 2063008-1

Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Medical Brushes, Disposable Vaginal Speculums, Disposable
Gynecological Sets,
Disposable Dressing Kits, Disposable Colostomy Bags, Disposable
Umbilical Cord Clamps, Disposable Urine Drainage Bags, Sterile Wooden
Tongue Depressors, Non Woven Surgical Drapes, Non Woven Surgical
Gowns, X-ray Detectable Gauze Swabs (Sponges), Gauze Balls and Lap
Sponges in Sterilization Packing, Gauze Swabs (Sponges), Gauze Balls
Gauze Bandages and Non Woven Wound Care Products, Medical Elastic
Bandages, First Aid Kits and Its Related Products, Disposable Nasal
Speculums, Disposable Ear Checkers, Disposable Oral Cavity Kits and
Implements, Sterile Urine Meters:
Aspects of manufacture concerned with conformity of products with
metrological requirements: Sphygmomanometers, Mercury-free Clinical
Thermometers
Replaces Approval, Registration No.: DD 60142274 0001

Report No.: 15092074 009

Effective date: 2020-11-18

Expiry date: 2024-05-26 -—

Issue date: 2020-11-18 \ &

TUV Rhei?lmd LGA Prodia
TillystraBe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 2 of 2




EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V
Registration No.: DD 2063008-1
Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Products: Nasal Oxygen Cannulae, Suction Catheters, Stomach Tubes, Feeding

Tubes, Suction Connecting Tubes with Yankauer, Sterile Latex Surgical
Gloves, Disposable Surgical Blades & Scalpels With Plastic Handle, Sterile
Blood Lancets, Disposable Syringes, Disposable Infusion Sets, Disposable
Transfusion Sets, Intravenous Needles for Single Use, Sterile Hypodermic
Needles for Single Use, Disposable Tracheal Tubes (Standard &
Reinforced), Disposable Oxygen Masks, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters, Tracheostomy Tubes, Laryngeal Mask
Devices, Disposable Air Cushion Face Masks, Disposable Breathing
Circuits, Oropharyngeal Airways, Venturi Masks, Self-destruction Safety
Syringes, Blood Collecting Needles, Foley Catheters, Disposable
Acupuncture Needles, Three-way Stopcocks (with Extension Tube),
Nelaton Catheters, Insulin Needles for Single Use, Wound Drainage
System with and without Trocars, Needle Free Connectors, Digital
Thermometers, Humidifier Jar (Bubble Humidifier Jar), Enteral Feeding
Sets (Bag);

Aspects of manufacture concerned with securing and maintaining sterile
conditions: Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liquid Transfusion Plaster and Adhesive Dressing), Disposable

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Report No.: 16092074 009
Effective date: 2020-11-18
Expiry date: 2024-05-26 _—
Issue date: 2020-11-18 ‘ &r UV
. ; "\ ~\Jason Pan’,
TUV Rheinland LGA Produgls Gmpk"
TillystraRe 2 - 90431 Niirberg ~Geérmany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 1 of 2
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TUVRheinland

TUV Rheinland e e
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60138020 0001

Report No.: 15092074 004

Organization: Boen Healthcare Co., Ltd.
Unit 602, International Center
No. 535, Shenxu Road
215021 Suzhou, Jiangsu
China

Scope: Products:

Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liguid Transfusion Plaster and Adhesive Dressing),
Sphygmomanometers, Disposable Medical Brushes, Disposable
Vaginal Speculums, Disposable Gynecological Sets, Disposable
Dressing Kits, Disposable Colostomy Bags, Disposable
Umbilical Cord Clamps, Nasal Oxygen Cannulae, Suction
Catheters, Stomach Tubes, Feeding Tubes, Suction Connecting
Tubes with Yankauer, Disposable Urine Drainage Bags, Sterile
Wooden Tongue Depressors, Sterile Latex Surgical Gloves,
Disposable Surgical Blades & Scalpels With Plastic Handle,
Sterile Blood Lancets, Disposable Syringes, Disposable
Infusicn Sets, Disposable Transfusion Sets, Intravenous
Needles for Single Use,Sterile Hypodermic Needles for Single
Use, Disposable Tracheal Tubes(Standard & Reinforced),
Disposable Oxygen Mask, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters, Non Woven Surgical Drapes,
Non Woven Surgical Gowns, X-ray Detectable Gauze Swabs
(Sponges), Gauze Balls and Lap Sponges in sterilization
Packing

Certification Body

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

((:'_:IJJAkks

Date: 2019-08-07

Fuxiu Sheng

10/020 ¢ 04.08 @

TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V
Registration No.: DD 2063008-1
Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Products: Nasal Oxygen Cannulae, Suction Catheters, Stomach Tubes, Feeding

Tubes, Suction Connecting Tubes with Yankauer, Sterile Latex Surgical
Gloves, Disposable Surgical Blades & Scalpels With Plastic Handle, Sterile
Blood Lancets, Disposable Syringes, Disposable Infusion Sets, Disposable
Transfusion Sets, Intravenous Needles for Single Use, Sterile Hypodermic
Needles for Single Use, Disposable Tracheal Tubes (Standard &
Reinforced), Disposable Oxygen Masks, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters, Tracheostomy Tubes, Laryngeal Mask
Devices, Disposable Air Cushion Face Masks, Disposable Breathing
Circuits, Oropharyngeal Airways, Venturi Masks, Self-destruction Safety
Syringes, Blood Collecting Needles, Foley Catheters, Disposable
Acupuncture Needles, Three-way Stopcocks (with Extension Tube),
Nelaton Catheters, Insulin Needles for Single Use, Wound Drainage
System with and without Trocars, Needle Free Connectors, Digital
Thermometers, Humidifier Jar (Bubble Humidifier Jar), Enteral Feeding
Sets (Bag);

Aspects of manufacture concerned with securing and maintaining sterile
conditions: Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liquid Transfusion Plaster and Adhesive Dressing), Disposable

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Report No.: 16092074 009
Effective date: 2020-11-18
Expiry date: 2024-05-26 _—
Issue date: 2020-11-18 ‘ &r UV
. ; "\ ~\Jason Pan’,
TUV Rheinland LGA Produgls Gmpk"
TillystraRe 2 - 90431 Niirberg ~Geérmany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
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EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V

Registration No.; DD 2063008-1

Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Medical Brushes, Disposable Vaginal Speculums, Disposable
Gynecological Sets,
Disposable Dressing Kits, Disposable Colostomy Bags, Disposable
Umbilical Cord Clamps, Disposable Urine Drainage Bags, Sterile Wooden
Tongue Depressors, Non Woven Surgical Drapes, Non Woven Surgical
Gowns, X-ray Detectable Gauze Swabs (Sponges), Gauze Balls and Lap
Sponges in Sterilization Packing, Gauze Swabs (Sponges), Gauze Balls
Gauze Bandages and Non Woven Wound Care Products, Medical Elastic
Bandages, First Aid Kits and Its Related Products, Disposable Nasal
Speculums, Disposable Ear Checkers, Disposable Oral Cavity Kits and
Implements, Sterile Urine Meters:
Aspects of manufacture concerned with conformity of products with
metrological requirements: Sphygmomanometers, Mercury-free Clinical
Thermometers
Replaces Approval, Registration No.: DD 60142274 0001

Report No.: 15092074 009

Effective date: 2020-11-18

Expiry date: 2024-05-26 -—

Issue date: 2020-11-18 \ &
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TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
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OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pummaecknii anpec: 109028, Pocens, . Mockea, CepedpsHuteckas nabepexras, 1. 27,

sraxk 4, moM. 1, koM. 17
Tenedon: 8 (800) 1000-730, c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(nauMEHORAHKE TTHTA)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k. 12

(ropuame ekt wapec M)

143906, Poccus, MockoBckas 00aacTs, . Bamanmixa, ksapraia Illutauxoso, a. 88A
{fparTHICCKMI apec TTHIL)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MEIEKMEHTA KauecTBa uiemii Meauunnckux OfiecTsa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Megy» Tpedosaunsm FTOCT 18O 13485-2017 (ISO 13485:2016) «M3menns MeaRIHACKHE. CucreMbl MeHEIKMEHTA
KavdecTBa. CHeTeMbbie TpefoBanus JMaH ueell peryinpoBanus» MPHMEHHTEILHO K pa3paborke, NPOH3BOICTBY H
npogake MEXHIMHCKIX H3ACAHI A8 in vitro IHArHOCTHKH: PEArcHTOB M Ha(OpPOB pearcHTOB JUIA KIHHHYeCKOoi
ﬁilﬂxlil\iﬂll, a4 TAKMKC lcamlﬁparopun H KOHTPOJILHBIX MaTEPH aloB

Jara perucrpaumu: 08-09-2021

Cpox aesicreus go: 07-09-2024
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTHO®HKAILIHHM OO0 «'OPTECT»

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0punugeckuit agpec: 109028, Poceus, . Mockea, CepeGpanudcckan nabepexnas, 1. 27,

oraxk 4, noM. 1, ko, 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit,ru

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJTAHO HA OCHOBAHHWH PEIUEHMS O BBIJAYE CEPTU®HKATA COOTBETCTBHA
CUCTEMBI MEHE/[KMEHTA KAYECTBA U3JIEJUNA MEAMUMHCKHAX

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

105173, Poceus, r. Mockea, yiu. I'nasHas, 1. 6, kB. 12

(HOPHITHYECRIT aTipec THIT)

143906, Poccus, Mocxosekas obaacts, r. Banammxa, kaprai Ilurauncoso, 1. 88A

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
IaKarax, G1aHkax opraHr3aHORHO-PACTIOPAIUTCABHON TOKYMECHTALMH OPraHi3allHi — ASPIKATENI cepTrduKaTa.
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HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

OPT'AH ITO CEPTU®PHKAIIMH 000 «I'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpuaHueckuii agpec: 109028, Poceus, ©. Mockea, Cepelpanudeckas Habepexnas, u. 27,

arak 4, noM. 1, ko, 17
Teaedou: 8 (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Perncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

cooTBeTCTBYeT  TpeGoBaHMsM  cucreMmbl  JjoOpoBonpHON  ceprudukanmmu  «EAC  AUDIT»,
NpeassSBASEMBEIM K ayIUTOpaM BHYTPEHHUX MPOBEPOK CUCTEMBI MEHE/KMEHTA KauecTBa H3JIEeNui
Menunurckux Ha coorBercrsue craHmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «Usnemms
MeguupHckue.  CHcTeMBl  MeHemKMeHTa  kadecTsa, CucremHele TpeGoBaHMs  Jna  Lenei
PETYTHPOBAHUA»

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024
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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

IO TEXHUMUECKOMY PEIYJIMPOBAHWIO W METPOJIOIMH
CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P
«EAC AUDIT»

PEI'MCTPALIMOHHBIN IIOMEP POCC RU.32028.04EACI
OPI'AH I1O CEPTHOHUKALIMH OO0 «'"OPTECT»
PEFHCTPATIHOI‘IHLIH HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, . Mockera, Cepebpannueckas nadepexkHan, 1. 27,
oTax 4, nom. 1, kom. 17

Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTU®UKAT COOTBETCTBUSA AYAUTOPA
Perncrpauuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGOBaHMAM  CHCTEMbI  106poBonbHOM  ceprudukammu  «EAC  AUDIT»,
NpeaBABIAEeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa M3Je/i
MEIMOWHCKHX Ha coorsercrsue cranmapry T'OCT ISO 13485-2017 (ISO 13485:2016) «Msnenus

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA
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