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Des:gn and Development,
Production and Dist.ibution of
In Vitro Diagnostics tof
the Detectio. of Fertilily, tregnancy,
Infec$ola D:seases, Drugs of Abuse,
Tumor Mafke6, Cardiac Mafkerc,
Diabetes Makers, Reral InJury Markers,
Auloimmune DIseases,
lnfu clion ancl lnf lanmalion
Markefs a|rd related instruments,
Sperm eoncentration Test,
Fluor€scence lmmunoassay System,
Blood Clucose lvlonitorlng Sy6lem
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EUU EVenI KeCOrqer
EN SO 13485:2016
Vledicaldevices - Oua iy managenent systerrrs,
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(lSO 13485:2016)
DIN EN ISO 13485:2016
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DECLARATJON

The undersigned, Mrs. Joke Douheloigne, Consultant at Qafad b.v.b.a.,

hereby declares that Guangzhou Wondfo Biotech Co. Ltd. has signed the EC Oeclaralion of
Conformity in agreement with the Annex lll of the European Directive 9B,?9/EC on In Vitro
Diagnostic Medical Devices and has submitted the required technical documentation, tor the
following IVD producls:

FinecarcTM FIA l\lotsf Plus

Handheld Colloidal Gold Test Analyzer rP-101

The notiflcation to the Belgian Competent Authorities has been carried out on June 21!r, 2016
by Qamd b.v.b.a., the appointed Authorzed Representative of Guangzhou Wondfo Biotech Co.
Ltd.

Information on lhe notifcation to the competent Authorities ofother European muntries is
available uDon reouest.

Joke ooutfeloigne

Qarad b.v.b.a,

Authorized Representative

Qar# b.v.b,a. Cipalstraat 3 8-?440 cejl, Botgium I Te . +32 \A)14 57 A5 44 | Fax +32 \0) 14 E8 23 g7 
I qarad@qarad.com 

I wvw q arad.com
BTWVAT nr. BE 0471.972 009 | BAN BE72 7765 9763 8016 | B C GKCCBEBB I RpRTlrnhoul
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DECLARATIOT*

Dhk Stylon, Ph,D.

Pr€sident at Qa€d b.v.b.a.

Authorizqd Reffesentative

6*r'u11,'j"u".tA
;i"rnonr,reonmcsrrc"l'

Qarad b.v.b.a. I Op6lstaat 3, B-2440 G6€t B€0ium I T6t +32 {0)14 57 05 44 | Far +?p (0)14 68 23 87 I qarad@qa@d.com I wvlw qqfad.cor
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The undeEigned, l\,1fs. Joke Doulreloigne, Consultani ai Qalad b v.b.a.,

hereby declafes that Guangzhou Wondfo Bioiech Co. Ltd has slgned the EC Declanllon of Confonnity in

agieement wlth the Annex lll of the Eurcpean Directive 98t9/EC on In Viifo Diagnosiic l\led cal Devices

and has submltled the reauircd tech n ical docu meniaiion, for the followi,lg IVD products:

The notification to the Bel!,ien Comieienl Authorilies has been canied oul on lVarch 25rh, 2016 by oarad

b.v.b.a., the appointed Auliorized Reprcsentative of Guangzhou Wondio Biotech Co. Ltd.

lnfon'rlation on the notificaton io the competenl Authoities ofother European countries is available upon

reques:.

Joke Douiteloigne.

Qarad b v.b.a.

Aulhorized Repf esenlative

:-t r::a'l.r

FinecarerMCarcino-embryonicArligenControl :::

Diagnosuc Klt for lg[,4 A{ibody lo Human EnlerovitusTl

(lmmunochromatog€phic Assay)

FinecarerM Carcineenbryon i6 AnUgen Quantllalive Rapid

Tesi (Lateral Flowlmrnunoassay)

Finecaferv cTnl and NTiptoBNP Quantik|ve Rapid Tesl

(Lateral Flow lmmuroissay)

FlnecareiM cTnl/NT'proBNP I\.iulti-Contto

w820"1, W820-t\.4, W820-H

w14r,c, w14l-s

w821-t, W821-rV, W821'N

w226

\4223



DECLARATIOI{

The undersigned, [,{rc. Agnes Goris, Consultant at earad b.v.b,a,,

hereby declares lhal Guangzhou Wondb giobch Co. Lld, has signed tre EC Declaration of
Conformity in agreement wilh he Annex lll of the European Dh€ciive 9M9/EC on In Vitro
Diagnoslic liledical Devices and has submftbd the requi€d technjca] documenhlion. for the
follorving IVD producb (for pmfessionalus€ only):

Fineca€n cTnl/CK-l\,lB^,lyo Rapld Tesl cat. nr, W216

Finecarefl D.Dimer Rapid Test cat. nf. W2,11

Fineca|sn H-FABP Rapid Test cat. nr W217

The notifcation to the Belgian Compet€nt Authorities has been canied out on July the 2gd,
2014 by Qarad b.v.b.a., the appointed Authorized Representalive ofGuangzhou Wondfo
Biolech Co. Ltd,

htomalion 0n lhe noliicalion to lhe competenl Aulho,j[es ofo tef European countries is
evtil.htt 
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F.I.el

Qarad b.v.b.a.

Aulhorized Representative

oalad b,v.b.a, I 
qpalsrra.t 3,.8.2440 ceel, Bdgiunl T€t +32 (0)14 57 0544lFd( +32 (0)t1SE 23 87 I qarad@qaEd.@m lwww_qafad.com
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OIELARAIltn|
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DECLARATION

The undersigned, Dr. Di Stynen, President of Qarad b.v,b,a.,

hereby declares that Guangzhou Wondfo Biotech Co. Ltd. has signed he EC Declaralion of

Conformiiy in agreement wjih lhe Annex lll of the European Directive 98/79/EC on ln Vitro

Diagnostic l,ledical Devices and has submitted the requ;rcd technical documentation, fof lhe

followirg IVD products (for probssional use only):

Finecaren FIA iret€r cal. nr. FS-131

Finecalefl hsCRP Rapid Test cat. nr, W201

Finecareft NT-oroBNP Raoid Test cat. nr. W202

Fineceron Trooonin I RaDid Test cat. nr W203

Finecares Myoglobln Rapld Test cat. nr W204

Finecarefl CK]\48 Rapid Test cat. nr. W205

Finecaren PCT Rapid Test cat. nr, W210

The nolification to the Belgian Compelent Authorilies has be€n canied out on l\,4ay lhe 17{',

2013 by Qarad b;v,b.a., the appointed Aulhorized Represontative of Guangzhou Wondio

Biotech Co. Ltd.

hformation on lhe notific€tion to the ompetent Authorities of other European countries is

President Qarad b.v.b.a.

Authorized Representative

Qarad b.v.b.a. I Opalslrael 3, 8-2440 G€el, Belgium I rel +32 (0)14 57 05 44 I Fax +32 (0114 58 23 07 |

BTMVAT m BE 047i.972,009 | IBAN BE72 7765 9763 8016 i BIC GKCCBEBB I RPR Tlmhout
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