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UNI EN 1SO 9001:2015

SR>

SAFETY SYSTEM
PROTEGGE CHI LAVORA

Il sottoscritto Gino Sirci Legale Rappresentante della societa SIR
SAFETY SYSTEM SPA Unipersonale con la presente dichiara
che in data 17/11/2021 & stato regolarmente registrato presso la
banca dati del Ministero della Salute ed iscritto al Repertorio dei
dispositivi medici il seguente prodotto:

Nome Commerciale: Maschera facciale ad uso medico
Modello: FACE MASK BLACK

Fabbricante: Xiantao Fortune Medical Supplies Co LTD
Rappresentante autorizzato Europeo

(per gli aspetti normativi): SUNGO Europe B.V.

Codice iscrizione repertorio n° 2174198

Caratteristiche prodotto: Tipo Il come da EN 14683:2019
Altre norme applicate: EN 10993+ '
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c € DECLARATION OF CONFORMITY c €

Regarding Medical Device Regulation (EU) 2017/745

Manufacturer: ' ; :Xi'antao ‘For't'une' Medical Supphes Co.,Ltd
Address: Nd:Z:Fuyuan \Road,P?e'ngchang Town, Xiantao City,

Hubei Province, China

EC Representative: SUNGO Europe B.V. El._JbAMED SRN:NL-AR-000000247
Address: & Olﬁmpisﬁh S*t‘édion'*24, 1076 Améterdam; Netherlands
Product Name: FACE MASK BLACK '

Model: 175*95mm or Cﬁstoﬁaized

Classification: Class| 7 e

Rule:  Rule 1, Annex VIil, Regulation (EU) 2017/745
Conformity Assessment  Annex II+lil of Regulation (EU) 2017/745

Procedure: W | T q

SRN: REQUESTED

 Basic UDI-DI: 697439066000002 U7

We herewith declare under oﬁr:’sﬁl'je._-responsibility?.,‘ihat‘ the above-mentioned products
meet the requirements of Medical Device Regulation (EU) 2017/745 and the following
harmonized standards. _ : : . N

The devioe-thét' is covered by the prééént declaration 1s :regi:stereid.:.at fhe'_iltalian Ministry
of Health (Repertorio dei Dispositivi Medici) with N. 2174198, is in conformity with
Regulation 2017/745 and, if "abplicabiei,i_WEth anyother félévant Union legislation that

provides for the issuing of an EU declaration of conformity.
EN ISO 14971:2012 '
EN 1041:2008+A1:2013

'EN_I‘SO 15223-1:2016 R
180 ﬁt,09_93«§:;2918'i'{;':{' o
| ENISO 10093-10:2013
Nuesaon

S
.

R
2

S
e

P e

i

o

P A




	FACE MASK BLACK DC SIR
	FACE MASK BLACK DC FORTUNE

