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Denominazione fabbricante:

Codice fiscale fabbricante:

Partita VA / VAT number fabbricante:

Codice nazione fabbricants:

Denominazione mandatario:

Codice fiscale mandatario:

Partits |VA / VAT number mandatar io:

Codice nazione mandatario:

Tipologia dispositivo:

Identificativo di registrazione attribuito dal sistema BD/RDM: 2000587
Codice attribulto dal fabbricante:

Nome commerciale & modelio,

Classificazione CND:

Descriziona CND:

Classe CE (valida solo-per dispositivi medici di classa, impiantabili attivi e IVD):

Elenco dispositivi individuati
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=N No. Q5 087635 0004 Rev. 01
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) g Holder of Certificate: JOINSTAR BIOMEDICAL
< TECHNOLOGY CO., LTD.
o 10th Floor, Administration
st No 519 Xingguo Rd.
N - and Zone
3 = 311188 Hangzhou
z o PEOPLE'S REPUBLIC OF CHINA
& Facility(ies): JOINSTAR BIOMEDICAL TECHNOLOGY CO., LTD.

10th Floor, Administration Bulding, No 518 Xingguo Rd., Y1
Emwnkdewhmhoulwam 311188
Hangzhou, PEOPLE'S REPUBLIC OF CHINA

JOINSTAR BIOMEDICAL mmoevcn 7D,
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Scope of Certificate:  Desian, and of
Biochemical Reagent, ELISA Reagent, Clinical
L and Rapid
k1 :  ENISO 134852016
Applied Standard(s): y
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] - (IS0 13465:2016)
o OIN EN 180 13485:2016
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DECLARATION OF CONFORMITY

Joiestue logy Co.Lu.
Address: 10th Floor, Administrtion Building, NO.519, XingGuo RD., Yuhang Feonomic snd
Technological Developenent Zoue Hangzhow, Zhejiang China 311188 3
EC Representative's Name: Lotus NL 1LV,
EC Roprasentative's Addross: Koaingin Julianaplein 10,1e Verd, 2595AA, The Ha

Dectares, that the product

Product Name and Mode!-
COVID-19 Antigen Rapid Test (Latex)
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WHO-FIND List

https://www.finddx.org/covid-19/pipeline/?section=immunoassays#diag tab

-FIND is the Foundation for Innovative New Diagnostics.

-FIND is a WHO Collaboration Centre for Laboratory Strengthening and Diagnostic Technology Evaluation.
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https://www.who.int/news/item/10-02-2020-who-and-find-formalize-strategic-

collaboration-to-drive-universal-access-to-essential-diagnostics
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SEGM: CRAETSRARGHINE
Manufacturer: Jeiustar Wiomedies! Technalogy Co.. 14d
SR WTUEMN R SR I R R 519 ¢
Address of manufacturer: Ne$19 XingeouRD, Yubang Feonmmic and Technilogicat
Desstupsvat Zoor, 31111, Hangrhou, PIL Chiss
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