
;lrt
,,{ I i

E C D e c I a rati ts n aJ"' ( o n-f'o r nt it'y

Ma n ufactu rer:
Name : HANGZI'IOU ALITEST lllOT[CH C0., I fD.
Address: {{550, Yinhai Strect, l-langzhou L:cononric & 'I r-.chnr:logical Developrrienl /\rc.a.

[langzhou -3100]8, P,R. China

European Representative:
Name: MedNet EC-REC Gmbt'l
Address: Borkstrasse 10, 481.63 Muensl.cr, Gormany

Product Name: l-llV 1..2" Rapid'Test Casscttc (Wholo tllor.rd/Scrurr/Plasma)Cat.
No.:llll-402
Model: Cassette
Analyte: Detection of antibodies to illV (lluman lmmunodeficiency Virus) typc lii,)l irL

Whole Ulood/Serum/Plasma
Classification: Arrnex ll, List A of IVDD 98/l9ltC
Conformity Assessment Route: IVDD 9B/79/EC Anncx lV GMDN
Code:65847

Wo, HANGZFIOTJ ALLTESf BIOTECI'-l CO,, tlD., herewith rlcclare that wc are exclusivr:ly
rcsponsible fclr tlris declaratiort of corrforrrity. Wc lrorewith declare thal llrr: abovi:
mentioned proclucts nreet thc corrcsponding national laws, the provisiorrs of llrcr

following EC Council Directives, Standards and Conrrnon '[echnical Specificatiorrs. /\ll
supporting documentations are retained at the premises of the rnanufacturer.

Genera I Appllcable Dircctives:
Directive 98/79/tC OF THI EU[tOPIAl\ PAIILIAMlN] AND OF ItlI COUNCII t.ri ,),/
October 1998 on in vitro diagnostic nrcclic;rl clcvices
Standard Applied: IN ISO 1348!>:?-0.16, l':l',,1 ISO'.149/'1:20'.12, [:N 139'/5:2t)03, il\ ISO

1811.3-L:201.1., IN ISO 181.1.3.2:)"A1.1., il\ 11]612:2-00)lAC:2.002, IN lS() 1"/511'.2-003,

EN ISO 23640:20L5, EN 1364l-:2002, IN ISO 1"522-3-1.:201.6

Common Technical Specifications: COMMISSION DtCISION 2002-/364/l:C Rev. 202-1.0:1.02

Notified body: CeCeri Sp. z o.o. (lD: 2934)
Addre ss: ul, Zurawia 3'21341ok,49 W;rrszarnra, [:,olirncl

([C) Cerrtificates: CeCe rt/0961W ll:.1 ( f:C Dt:SlGNl..IXAM lNAl-lON) &. CeCert/0971W /t: .1

( t-u l_l_ QUAt.tTy ASSU RAN CE SysTErvl )

Expiry Date of thc Ccrtilicate: )02.2..05.13 ;1025.05.2_6

Start of CI Marl<ing:2.022.05.'13
Place, Date of First lssue of DOC: in Hangz-hou on ?-022.05,13

Sign atu re:

lVla n:rger)Name: Gao Fei (Position:Goneral

Hangzhou AllT€st Biotech Co,,Ltd.
r550, Yinhni Stfeet,
HnhcJzhou E(o^ofrrc & Technoloqical
Deveiopmenl Area.
Hangzhou -31.0018, llfl. China

li,fl 'l R f tt)11a'x t, rj pR r,\ A
d! iit : liiilirrf*i.qa:Iff;E

tRjeftiS5oi*
t![ ffi : 310018

1[t r t86 571 56267891
I14AlL : info(0talltests.conr.cn
l: I tl)i,ry lvwrv. n I I terts.(oD).(r
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