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LETTER OIi AUTIIORIZA'I'ION

'I o whorn it may concem:

we, LumiQuicl< Diagnostics Inc. having a registerecl ofrrce at 2946 scott tslvd, santa crara,cA 9505'4, usA, assign sanmedico SRL having a registered office at su. A. corobceanu 7A,
apt. 9' chiqiniu MD-2012, Moldova , as autho zed rcpresentative in corespondence with
the conditions of direatiy e 9B/79/EEC.

We.declafe that the company mentionecl abovc is authorized to registcr, notify, rcnsw or
modit/ the registration ofmedical devices on the tenitory ofthe iepubiic ofMoldova.
This authorization lcttcr is valid until Febrtarv 2g.2020.

Best regards,



bsi.
Certificate of Registration
QUALITY N4ANAGEI4ENT SYSTEM - ISO 13485:2016

This is to certify that: LumiQuick Diagnostics, Inc.
2946 Scott Blvd
Santa Clara
California
95054
USA

Holds Certifrate No: FM 574919

and operates a Qualiry rvlanagement system which compries with the requirements of Iso 13485r2016 for the
folowing scope:

The design, development, manufacture and dishibution oF in vitro diaqno6tics t€st kjts and
reagents used in the diagnosis and management of disease status, includjnq Infectious
Dseases tesls, Drugs o'Abuse lests, Grdia( Iyoniror rests, Cancer varker lests, I,ertitity
llormone iests, ELISA tests & Urine Chemistry tests.

,/ ln dra^-
Stewat Brain, Head of Compliance & Risk - t4edical Devices
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For and on behalf oF BSI:

Original Regis:ration Datet 2011 10-20

Lat€st Revisiot Date: 2018-11-21
Effective Date: 2017-10-20

Expiry Date: 2020-10-19
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Declaration of Conform ity

Legror)ella Iasl :Jevic€s
O!(kP(t&r llJgro[] . t.rstC. d
u!rckProir c LcaDncrli trsl ljtr4)

Froduct name

Name of company
LumiQuick Diagnostics, Inc

Model/nunrber

iReprese_nletive

Jeff VJang

ISO 13485:2003

12946 
Scott Blvd

Santa Cla.a, CA
95054
USA

Name of company

tEmergo EUfope

rTelephone/email
I +31 .70.345.8570 , phone
+31.70.34€.7299, fax
europe@efiergogfoup com

lassification Route to complianc€ lStandards app:ied
nex l of |VDD 6B/79/€c

Coonci: Directlve

L!.mrQLiiok Diagnostlcs ltrc. declares that the above nleftroned Droducls nreel the provlsion of lhe
Councrl Oireclive 0!179lEC lof In Vitro Diag ostrc tvledicat Dev ces and Direcltve 98/79/EC as
lleLnsposed In lhe nalional laws of lhe Menlber States

COMPANY REPRESENTATIVE: Jeti Wanq

SIGNATURE: 
,)I 

T 1
{-:

IIILE: Oualily Syslems lvlanagef

Dl\let 28/04t2O17

]Address
]Prinsessegracht20
)2514 AP
The HagLre, Netherlands



r;it
F!ry

lvlodei/number

r5007

.Representative
Jeff VJang2946 Scolt Blvd.

,Santa Clara, CA
95054
USA

Prinsessegracht 20
2514 AP
The Hague, Netherlands

T€lephone/email
+31.70.345.8570 - phone
+31.70.346.7299-fax

europe@emergogroup.com

Name otcompany
Ernergo Eorope

Tl-TLEi Qualily Syslems l\4anager

DI\IE: ?t)10412O17

Route to compliance Standards applied

Declaration of Conformity

Product name

Name of company
L0miQuick Diagnoslics, nc.

Car.iiac N,larker fesl oeviccs
uuctProfie Tropoftr seM! Teel card
ourckp'olre Tr.po.tr, t\4ho. Boo.r list(;trd
O!'.Nproli.Cardr.cpanarSr,uD T.slC.,d
Ou'ckp otio C.'na. pafetWho! Lrool rrist(i.kt
oD(*P oirlo Myo!ol,r Safun lostc.ln
o0.tProtd tvtyootobo whotc 0ood teslcrd
Or{.*P,ol.. C(.MA Ser!fi TestC-rd
CructProl'-o O(.NlBWhde lllood rcsl Car,l
Oucr(Prolita ioponif Slr p
orckp orrte cK-rB stro
O!.lProar. Mt/ogtobin 51. p

iAnnex rJt ot tvdD gOi7glEC

Council Direclive
ISO 13485:2003

LumiQuick Diagnostrcs, Inc declares lhat the abovc me tioned prod!cts meel the provisiof ofthe
CouncilDireclive 98/79/EC lof n Viho Diagnostic lledical Devces a.rd Oirectve tB/7g/EC as
lransposed in lhe nalional taws oilhe l\4enrber Slates

C0MPANY RTPRESENTATTVE: Jeff Wane

slcNAruRE: 
-)'t 

I f.t:.' .T-



Declaration of Conformity

Product name
F€cal Occull Blood Tast Devtces

o!ckF,o,'e Fcc.ro-ut{ Bo.!l lcsl c.rJ
O!.kP'ot'l.Ieca Oa!( lJtood Tcsr Sn4r

-u'nOur, k Dragroslcs l (. declares tlat lhe above menlto^ed Orodr,cls tieel the Drov.sion of lhe
Council Direclrve 98/79/E0 for lr Viko f)ragnostic 1\4edicat Devices and Directive 98/79/EC as
l€nsposed In the natioma la$rs ofthe l\lembef Stales.

COMPANY REPRESENTATIVE: Jetf Wang

TITLE: Qualily Syslenrs Manager

DAIE:2a10412017

l a it'r.rr'/rdr.Ldtr-tirnriJo,t,|r0 11|w^ddi!..,

Represenlative

Jeff V/ang

Name ofcompany
LumiQuick Dlagnostics, Inc

e of company
Emergo E0rope

Address

2946 Scotl Blvd.
Sanla Cla13. CA
95054

USA

Device classification
tCiiii: slrrierriry

PrinsessegJachl 20
2514 AP

lThe Hagoe, Nethe ands

lo compliance
lAnnex lll of IVDD 98,?9lEC

Telephone/email

+31 70.345.8570 - phone
+31.70.346 7299 - fax

. 
europe@emergogroup.com

Standards applied
tso 1,1485 2003

CouncilDirective

slcNAruRE: .) t,vu _p,
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Declaration of Gonformity

!. Pylori Ab/Ag resr Devrces
(.)r(kProfrt. || J,yrorAdloof l.s!C.r.l
C)!.ktroi1, I pyorInilrb..ly T..t C.d Wtr.t. llrlor.l
O0,.kt'j,o,r. U Pyr.rAntibo.Jy tcstCa,d.ssrrir
Olr.kPr.Ji.ll Pllor Antiacf tesl St.rll
Our.r*P'onb ll Pyoi Anlbo.lySerunr tc:rl::lrF
Ou{klrol'te ll fy o. Ant'body WU tesl$lrl)

lrodel/number

t 1c24

Name oI company
LumiQuick Diagnoslics, Inc.

Name of company
Efirergo Europe

R€presentative

Jeif VJang

elephone/email

The Hague Netheriands

+31.70.345.8570 - phone
+3'1.70.346.7299 - fax
europe@emergogroup.com

Standards applied
tso 13485 2003

CouncilDlreclive

LurniQLrick Diagrostics, tnc dec ares that lhe above menlioned pfodrcts nteel the provision of lhe
Corncil Directive 98/7g/EC for Jn Vitro Diagnostic Medicat Devices an<l Directivo 98/79/EC as
lfansposed in lhe national laws of llte MemberStates.

COMPANY REPRESENTATIVE: Jefr Wan0

\trp

Route to compliance
nex lll of lVD0 98/79/EC

TITLE: Oualily Syslems Manager SIGNATURE:

OAret 2AA412017

:rir:ri! t2n0 Nl.w,\dr.!.



Declaration of Conformity

S/phills Test Devrces

o! ckProlr e syph'rs Iost slrt (serunr)
Ou,.kprontc SyDhrt6 tostCld (Whotc Ot&rJ)
O!rchj,iolire syph't's T6stCard (scru )
Our.lPrc(e Sypl\is T.sr Stio 0a/rjoo f|(d)

2946 Scoit Blvd.
Santa Ciara, CA

.tt odel/number

. i r, ri, lr r...i

tNamo of company
LumiQuick Diagnoslics,

lNane of company
Efergo Europe

Address Repfesentative

i95054

lusA

2514 AP
Ihe Haglle, Nelhedands

Jetf \r'lang

.Standards applied
'iSO 1"1485:2003

Tetephone/email

+31 70.345.8570 - ph;ne
+31 70 346 7299-far
e urope@energogroup.com

Lur)iorlck Diagnosltcs, lrc. cjeclares thal lhe above ntentiooed producls nteel lhe provisron o, the
Council Directive 98/79/EC for In Vjtro Dia0nosllc l\lectrca Devrces alcJ Direciive 98/7glEC as
transposed in lhe national taws oi the lllember Stales.

COVIPANY REPRESENTATTVE: Jeit Wano

Route to complianee
nncx lll of IVDD 98/79/EC

CouncllDireciive

SIGNATURE:Tlll-E: Quality Systenrs Manager

O^l'E: 2810412A11

I (i l..r.r,rr|.t,rd ri' ar. !2(r) Nr wid{n\l
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