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EC Declaration of Conformity

B AT ST ey
I

Mmuforeturer. whase stegle Authorized EU-Representative
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Shangfiai Ome Safety Producs Co., Lid. Name: CMC MEDICAL DEVICES & DRUGS S.L.
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Roome 506, Neo. 23, Lane 423, Xincun Road, Skanghal Add: C/ Horacio Lemgo N” 18, CP 29006, Milaga, e
- 200053, China Spain =
= E-mail: victorialiaememedicaldevices.com = J
£ =
E‘: We, the manufacturer, herewith declare tha the peoducts: ._.‘fi:
7 =2
A Disposable Medical Fuce Mash ';‘
=3 Madel: 70010001; 70611001 =
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meet the provisions of Medival Device Regulation (EU} 2017745 which apply to them,
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The medical device has been assigned o class | according 1o Appendix VI of the Regulation (EUY 2017/745. It
bears the mark
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b ﬁ following the conformity assessment procedures refating to the EC Declamtion of Conformigy set aut n %‘_‘ i
A Annex IX of Regulation (EU) 200177745, d f
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=N This Declaration of Conformity covers all medical devices as specilied in the product list belonging tor this b2
o declaration, =
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= The praduct identified above compiies with the essential requirements of the above EC Directives by =2
=+ meeting the folfowing stondards: : : "_%
= ==
= EN [4683: 20191 AC: 2019; EN ISO 14971:2012; EN ISO 10993-1:2018; f
=3 EN ISO 10993-5:2009; EN ISQ 10993-10:2013; EN 62366-1:2015; =
o ENISO 15223.1:2016: EN T041:2008+41:2013 3 _’:\1
Tty . :5
- ‘E The abave mentinned declinstion of conformity is exclusively under the responsibility of b
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B Skanghist Oma Safaty Producs Co., 1. =)

=t Room §06, Na, 23, Lane 423, Xincun Road, Shanghal 200065, China
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Technickd dokumentace ¢. OMA/CE-TCF-01

ES prohlaseni o shodé

Vyrobce: a Zplnomocnény zastupce v Evropském spolecenstvi:
Shanghai Oma Safety Products Co., Ltd. Ndazev: CMC MEDICAL DEVICES & DRUGS S.L.
Room 506, No. 23, Lane 423, Xincun Road, Adresa: C/ Horacio Lengo N2 18, CP 29006,
Shanghai 200065, China Madlaga, Spain

E-mail: victoriali@cmcmedicaldevices.com
My jakoZto vyrobce timto prohlasujeme, Ze produkty:

Jednordzova zdravotnické oblicejova maska
Model: 7001 0001; 7001 1001

spliiuji ustanoveni nafizeni Evropského parlamentu a Rady o zdravotnickych prostiedcich (EU)
2017/745, ktera se na né vztahuiji.

Zdravotnicky prostifedek byl zafazen do tfidy | podle pfilohy VIl nafizeni (EU) 2017/745. Nese

oznaceni

v souladu s postupy posuzovdni shody vztahujici se k ES prohlaseni o shodé stanovenym v pfiloze 1X
nafizeni (EU) 2017/745.

Toto prohla3eni o shodé se vztahuje na vSechny zdravotnické prostiedky, jak je uvedeno v seznamu
produktl, které patfi k tomuto prohlaseni.

Vyse uvedeny produkt splriuje zdkladni poZadavky vyse uvedenych smérnic EU spinénim ndsledujicich
norem:
EN 14683:2019+AC:2019; EN ISO 14971:2012; EN ISO 10993-1:2018;
EN ISO 10993-5:2009; EN ISO 10993-10:2013; EN 62366-1:2015;
EN ISO 15223-1:2016; EN 1041:2008+A1:2013

VySe uvedené prohldseni o shodé je vyhradni odpovédnosti spoletnosti

Shanghai Oma Safety Products Co., Ltd.
Room 506, No. 23, Lane 423, Xincun Road, Shanghai 200065, China

(Shanghai 26. kvétna 2020) (vlastnoruéni podpis a razitko
SHANGHAI OMA SAFETY PRODUCTS
COMPANY LIMITED)

Misto, datum Prévné zdvazny podpis, funkce



