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OI AUTIIORIZA'I'ION

'lo whom it may conceur:

We, LumiQuicl< Diagnostics Inc. ing a registercd ofhce at 2946 Scott Blvd, Santa Clara.
CA 95054, USA, assign Sa.rmedico SRL having a legistercd offic€ at sh. A. Corobceanu 7A,

, as authorized l€pl€sentative in coffespondence with
the condirions ofdirecrive 9

We declare that the compary menti ned above is authorized to l.egistcr, noti$ J renew or
modift the registration ofmedical d ices on the teuitory of the Republic ofMoldova.
This authorization letter is valid Febrtary 28,2020.
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Certificate of
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This is to certify that:
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Holds Certificate Nol

and operates a Quality lYanagement System
following scopel

The design, development, man
reagents lsed in the diagnosis a
Diseases tests, Drugs of Abuse
Hormone tests, ELISA tests & u

For and on behalf of BsI:
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Latest Revision Date: 2018-11-21
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ich complies with the requirements of ISO 13485:2016 for the

- lSO 13485:2016

iQuick Diagnostics, Inc.

and distribuuon of in vltro diagno6tics test kits and
management of disease status, including Infectious

Cardiac llonitor tests, Cancer Marker tests, Fertility
Chemistry tests.
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Decla ation of Conformity

Ourkprorie T op.nrn tSe'um re5l
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Ou'clProllro Card oc PanolSo.uD T
Ou'ckF,oi! C.rd ac Pa.etWho.
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TITLEi Qualiiy Syslems Man

DAIE.28t04t2117

of company
LumiQuick Diagnostrcs, Inc. Scolt Blvd.

nta Clara, CA

Emergo Europe sesseg€chl20

Hague, Nelherlands

Oevlce classificaaion

Iassr Self-Certify

LumiQL:ick Diagnosllcs, Inc. decl
Council Dieclive 9B/79/EC fol ln

+31.70.345.8570 - plone
+31.70.346.7299 fax
europe@emergogro!p.com

ModeUnumber

/5005

75011

iRepresentative

Jefi VJang

Telethone/email

te to compliatce tandards applied
rlr of rvbD gs/iglEc ISO 13485:2003

ncilDlrective

ilro Diagnoslic Medical Devrces and Directiv. 98/79lEC as

lhal llre above ne tto-e4 prodJcts nreet t"e tjrovisior of lhe

l.ansposed ir) lhe nalional laws of the l\,,lenrber Slales.

COMPANY REPRESENTATIVE: Jeff Wang
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Fecal Occult Blood Tesl Devices
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Name ofcompany
,LumiQuick Dlagnoslics, Inc.
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+31.70.346.7299 - fax
europe@eme€ogroLrp.com
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Emergo Europe

Device classification
ciiss: sincertitv

LumiQuick Diagnostics, l|c decl
Coundl Directrve 98/7g/EC for ln
lfansposed In lhe nalionaLla\rs of

COMPANY REPRESENTATIVF:

TIILE| Quality Systems Mana

DATE:2810412417

Hague, Nethedands

la CJa.a. CA

the tulember States.

Jef Wang

to compliance
lll of IVDD 08t0i EC

'Standards 6pplied
lso t:qgs,zoog

cilDi.eclrve

that lhe above mentioned products nreel lhe provision oflhe
Dlagnoslic lt4edical Devices and Direclive 98/79/EC as

SIGNATURF:
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Name of company
LumiQuick Diagnostics,,nc.

iName of company
Emeago Europe

Devics classification
rclass: Self-Ce ify

CouncilDirective 98/79/EC for ln
lransposed in lhe natjonal laws of

COMPA:IY REPRESENTATIVE:

TITLEi Qualjty syslems Manag

DAfEt 2810412A17

tion of Conformity

Model/number

71024

Representative

Jeff VJangScott Blvd.
Clara, CA

I

elephone/email

25
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esseg.achl20 +31.70.345.8570 - phone
+31.70.346.7299 - lax
e0rope@e ergogroup.colnHsgue, Nelherlands

te to compliance

Lumiouick Dragroslics, lnc decla

ex lllof IVDD 98t9/lc
ncil Directive

Jeff Wang

SIGNATURE:

s thal the above mentioned prodJcts meet the provision of the
Diagnostic hredical Devices and Djrective 98/79/EC as

lVember Slates.
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Modsl/number

t1014

iNajno 
of company

rLumiQuick Diagnoslics, Inc.

Name of company
Emergo Europe

ta Clara, CA
54

sessegrachl20

f_lague. Nelherlands

Representatlve

Jeff Y/ang

Telephone/email
+31.70.345.8570 - phone
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,Standards applied
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to compllance
x lll of IVDD 98/79/EC

ncilDirective

I umiQuick Diag,lostrcs, Inc. decla s that lhe above merlioned products meet lhe provision of lhe
Councit Okecl ve 98/79/EC fof lr tro Dragnoslic Medical Devrces and Direciive 98/79lEC as
lransposed in lhe nationallaws of Member Slales.

COMPANY REPRESENTATIVE:

TITLE: Quality Systems [,4anager
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