_ .Manu_fnétu_rerﬁ AT Zhuhni Lituo Bioteclmnlngy Co., Ltd. At i
Address: : St No.35, , Yongan Three Road, Honggi Towm Jinwan D]stnct, Zhuhax,
' Guangdcmg Chma, :

~ European _Ré‘presenﬁﬁ\%e CMC Medwal Devices & Dmgs SL
e : 'CfHoramo L.ngo N° 13 cp ogooe Mﬂaga-Spam

ProductName: 'ccmms» igGIIgM Detectloa Kn (Colloidal Gold)

Model/Spec.: 25 Tests/Kity | Tesﬂi(rt

. Classification: : (The way of omt‘mmity cemﬁcauon is appiymg for product CE

cemﬁcatmn in ncgordance wtth QMQJECAmex I} Other IVD.

: -Conformtty Assessmeﬁt}'mcedum' ]

~The COVID-19 IgG/igM Detection Kit {Collmdal Gold) “is a Idnd of in wtrn thagnast:c medmal

device, according to 98!?9!EC Article 9 Conformity assessment pmceduresfor Annexes L.

| ~ We here with declare that the above mentioned product meet the provisions of the tollowmg EC
Council Directives and Standarﬂs All supporting documentanans are retamed under the premlses
: af the manufacturer ' ;

DIRECTIVES

General applicable d;recti’b‘es- :
Medical Device Directive: covNcm DIRECTWE 98/79/EC OF THE sump:—mz PARLIAMENT
"AND OF THE COU‘NCIL of 27 Octobe; 1998 onm \ntm dlagnosnc medtca! dewces :
: :Smn_da_lrds. o%/79/EC: . - EN 130134352016 EN }301497120 12
: CENI36122002; EN136402002; < ENISOISt 131 2011
: ENISOISHS-B 2011 ENISO15223-1: 2016 MEDBE-. V212 rev8: Dec. 2013
Al apphcable harmonized Standards (pubhshed in the official Journal of the Bumpaan Communiﬁes}
~ Place/Date CE mark was aﬂ!xed Zhuhni Lrtuo Biotechnology Co., Ltd.
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