ES PROHLASENI O SHODE
ES DECLARATION OF CONFORMITY

dle zdkona 268/2014 Sb., o zdravotnickych
prostfedcich, ve spojeni s nafizenim vlady ¢.
54/2015 Sb., o technickych poZadavcich na
zdravotnické prostfedky, v souladu se zdkonem ¢.
22/1997 Sb., o technickych pozadavcich na
vyrobky a smérnice Rady 93/42/EHS, o
zdravotnickych prostfedcich.

Dovozce:
umbrellaline 2010 s.r.o.
www.respilion.cz

Vyrobce:
Zhejiang hongyu Medical Commodity Co., Ltd.

Adresa:

No. 668 ChanHua Road, Fotang Town Industrial
Functional Area, 322002 Yiwu City, Zhejiang
Province, PEOPLE'S REPUBLIC OF CHINA

Zplnomocnény zastupce:

SUNGO Europe B.V.

Olympisch Stadion 24, 1076DE Amsterdam,
Netherlands

Produkt(y):
SmilePlus - Jednorazova zdravotnickd maska,
typu: IIR

Model(y):
12*7cm, 14.5*9.5cm, 17.5*9.5cm

Ttida rizika zdravotnického prostredku:
Ttida | /MDD, Annex IX), Rule 1

in accordance with Acticle No. 268/2014 Coll., on
medical devices, in connection with Government
Regulation No. 54/2015 Coll., on technical
requirements for medical devices, in accordance
with Act No. 22/1997 Coll., on technical
requirements for products and Council Directive
93/42/EEC on medical devices.

Importer:
umbrellaline 2010 s.r.o.
www.respilion.cz

Manufacturer:
Zhejiang hongyu Medical Commodity Co., Ltd.

Adress:

No. 668 ChanHua Road, Fotang Town Industrial
Functional Area, 322002 Yiwu City, Zhejiang
Province, PEOPLE'S REPUBLIC OF CHINA

Authorized representative:

SUNGO Europe B.V.

Olympisch Stadion 24, 1076DE Amsterdam,
Netherlands

Product(s):
SmilePlus - Medical disposable mask,
type: IR

Model(s):
12*7cm, 14.5*9.5cm, 17.5*9.5cm

Classification of Medical Device:
Class | /MDD, Annex IX), Rule 1

Harmonizované normy / Harmonised standards:

EN ISO 14971:2012
EN 1041:2008+A1:2013
EN ISO 10993-5:2009

EN ISO 14683:2019+AC:2019

Veskera odpovédnost vyhrazena vyrobci.

Relevantnost dokumentl ovéfil Statni Ustav na kontrolu 1é€iv

Ceské republiky (SUKL) dne 25.11.2020.
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RespiLAB™

EN ISO 15223-1:2016
EN ISO 10993-1:2009
EN ISO 10993-10:2010
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Za spole¢nost umbrellaline 2010 s.r.o.

Vedouci nakupniho oddéleni, Eduard Rojicek


http://www.respilion.cz
http://www.respilion.cz

