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™ DECBEARATIONOFCONFORMITY
DOC NO.: D-CE-10/18-01-A6
Manufacturer's Name : BLUE SAIL MEDICAL CO.,LTD

Manufacturer's Address : No. 21 Qingtian Road, Qilu Chemical Industrial Park,
Zibo, Shandong 255414 China

European Authorized : Lotus NL B.V.
Representative - Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague,
Netherlands.

: Tel: 0031 645171879
: Email: peter@lotusnl.com

ProductType : Single-use Medical Face Mask
(Distributed under VIRAZON brand by HY GOTREND s.r.o)

Standard Q\.‘;N 14683: 2019+AC Q}, Qy
Device Class ":’) . 1, Rule I(Annex VIl of MDR) O.? \%o.?
Conformity Asse\iﬁém : Article 19,Annex || anc@%éx Il according to REGU LAT[(Z@‘\'

) (EV) 2017/745 Cf)(b beb
UMDNS e 12447
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Co .®lnty Route > Self—D%lB@n \s\

e manufacturer, herewith decla h sole responsibility that our pr: s mentioned
ve meet’s the provisions of the ULATION(EU) 2017/745. We _d&ped, implemented

nd maintain a documented post%roduction monitoring process.
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DECLARATIE DE CONFORMITATE
NUMARUL DOCUMENTULUI: D-CE-10/18-01-A6

Denumirea producatorului: BLUE SAIL MEDICAL CO., LTD
Adresa producatorului: Numarul 21 Qingtian Road, Parcul Industrial Qilu Chemical,
Zibo, Shandong 255414 China

Reprezentant autorizat
european: Lotus NL B.V.
: Koningin Julianaplein 10, 1e Verd, 2595AA, Haga,

Tarile de Jos. A\ \/ 4
%5171879 %Q.. ‘-Z)Q~

: Telefon: 0
: Emaié_\@}%‘@lqmggl.com s\é’}\‘ﬁ \és:%
14 &> 14
Tipul p.@;lusului: Masca de fata medical?a\d%unjcé folosinta Y:S,
( @ui‘[ sub marca VIRAZON de << GOTREND s.1.0) \\s\»e
O %O %0
\Y

Standard : EN 14683: 2019+§E>0 ?w

Clasa dispozitivului: I, Regula I (Anexa VIII din MDR)

Evaluarea conformitatii: Articolul 19, Anexa II si Anexa III in conformitate cu

REGULAMENTUL (UE) 2017/745
Codul UMDNS : 12447
Calea de conformitate: Declaratie pe propria raspundere

Noi, producatorul, declaram prin prezenta, pe propria raspundere, cd produsele noastre

mentionate mai sus respecta prevederile REGULAMENTULUI (UE) 2017/745. Am elaborat,
implementat si men‘,[inw proces documentat de monitogigage post-productie. Q}/
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?50 ?\9 Numele?ﬁtere de tipar: Robm Liu
Desemnare: Manager RA/QA
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Subgawinata Poleacova Ana, tr&cﬁ:tor The undersfgne@ oleacova Ana,
@?ﬂzat (limba engle@% certific certified tran mo'? (English), do hereby
[

xactitatea traducerii cu textnl inscrisului certify the acchracy of this translation of

in original, care a fost efectuati de mine. ~ the document attached in original,
performed by me.

Semmndtura:

Signature
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O" Seal of the t %

Wator:

Repuh ‘%mhiova, Authorization AT N2 46 NLO2.2014,
AT | 0f 21.07.2014, English, French, RopgdWin, Russiarn,
C’:) Tmnﬂ% ‘Poleacova Ana
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