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REAGENMN

Dichiarazione di Conformita

DECLARATION of CONFORMITY

Complies with the applicable essential requirements of the

council directive 98/79/EC in vitro diagnostics as amended

u Manufacturer: Shenzhen Reagent Technology Co,ltd.

Add : R7777,Hangcheng Wisdom Science Park, Hangchen

g streetBacan Districk Shenzhen 518128, China
1. COVID-18 Real-Time Flucrescence PCR Detection Kit (lyop
hlllze-d:l

COVID-19 & Influenza AB Antigen Combo Test Kit
COVID-19 IgM ELISA Test Kit

COVID-19 1gG ELISA Test Hit

COVID-18 Neutralizing Antibody ELISA Test Kit
COVID-18 Neutralizing Antibody Rapid Test Kit
Zilpateral ELISATest Kit

SARS-CoV-2 antigem VD kit SWAB

SARS-CoV-2 antigem VD kit MASAL

HZI SARS-CoV-2 antigen VD kit SALINA

Classification: Others/General

Medical Device:

R N A

We, Shenzhen Reagent Technology Co,ltd. Herewith declare that the stated medical
devices meet the transposition into national law, complies with the applicable essenti
al requirements of the council directive 98/7%EC in vitro diagnostics as amended, A
| supporting documentation is retained at the premises of the manufacturer
(EC|REP] CMC Medical Devices & Drugs SL
Eurcpean Representative: € / Horacio Lenge Nr. 18, 29006 Malaga, Spain

+34 951214054

mcmedicaldevices.com

Flacg Date of Decl

Signature:

Managing Director
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