
 

Certificate of 

CE-Registration 

This is to certify that, in accordance with the Medical Device Directive 
93/42/EEC, Prolinx GmbH agrees to perform all duties and responsibilities as 
the Authorized Representative for : 
 

Haining Ican Medical Technology Co., Ltd. 
4F、5F No. 18 Qingyuan Road Xieqiao Town  

314400 Haining, Zhejiang 
CHINA 

 
as stipulated and demanded by the aforementioned Directive. The German 
Competent Authority is notified of the manufacturer’s in medical devices and 
has allocated registration number DE/CA20/01-Prolinx-458/20. 
 
The Manufacturer has provided Prolinx GmbH with the appropriate Declaration 
of Conformity confirming that the medical surgical mask fulfills the applicable 
requirement of Directive 93/42/EEC and the Standard EN 
14683:2019+AC:2019. In compliance with German law, a safety officer has 
been appointed. 
 
2020-05-20 

 

 
 
Jie Xue 
Managing Director 
Prolinx GmbH 
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Elenco dei dispositivi medici 

Criteri di ricerca: 
Denominazione fabbricante: Haining Ican medical technology 
Codice fiscale fabbricante: 
Partita IVA / VAT number fabbricante: 
Codice nazione fabbricante: 
Denominazione mandatario: 
Codice fiscale mandatario: 
Partita IVA / VAT number mandatario: 
Codice nazione mandatario: 
Tipologia dispositivo: 
Identificativo di registrazione attribuito dal sistema BD/RDM: 
Codice attribuito dal fabbricante: 
Nome commerciale e modello: 
Classificazione CND: 
Descrizione CND: 
Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD): 

Elenco dispositivi individuati 

Dati aggiornati al:15/11/2020 
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Dispositivo 2010374 N 4178

MASCHERINA

CHIRURGICA

MONOUSO
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I -
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