
Lu lQLi.k DhgrEdtltr. lnc.
29ri 6.d li'rd"San O|'d CA9105a, USA

STATEMENT

We, Lumiquick Diagnostics Inc. having a registered office at 2946 Scdtt Bl anta Clara,

CA 95054, USA as$ign SRL Sanmedico having a legistered offrce at A. street

74, apt. 9, Chiginiu MD-2012, Moldovg as authorized represenlative in
with the eonditions of directive 98/79IEBC.

We declare that the compauy mentioned above is authodzed to register,
modifr the registration ofmedical devices on the tefiitory ofthe Republic

Name: Charles Yu

Date: March 4, 2020

Tel:1-4CA-855-0061
fdl l -40H5s-0061

, renew or
Idova.



bsi.
Certificate of Registration
QUALITY MANAGEMENT SYSTEN4 - ISO 13485:2016

This is lo certify thatl

Holds Certificate No:

For and on behalf of BSI:

and operates a Quality N4anagement System which compties with the req!irements of ISO 13485:2016 tor the
following scope:

8V RoyalCharter

LumiQuick Diagnostics, hc,
2946 Scott Blvd
Santa Clara
California
95054
USA

FM 574919

The design, development, manufacture and distribution of in vitro diagno6tics test Kt5 and
reag€nts used in the diaqnosis and management ol disease status, including hfectious
Diseasss tests, Drugs of Abuse tests, Cardtac plonitor tests, Oncer lvlarker tests, Fertilfu
Hormone tests, ELISA tests & Urine Chemistry tests.

,/ ln 6ra*.
Stewart Brain, Head of Comoliance & Risk - I\4edical Devices

original Registfation Date: 2011-10-20

Latest Revision Date: 2018 11-21

Effective Date: 2017-10-20

Expiry Date: 2020-10-19

Pagei 1 of 1

...rlakrnq excellence a

'Tlr !.eltf.i1.,.ma is th. lrori.rf/ o1 85i !rlrrJ b( r.irr ur rtrrr{}.{.r/ upon requ.r.
h'r rle!1iii(.r.,,l.rlr:ri ]1' rr. '' Jt:iontin€j.:trr!ti5cirr!talditedit$,r1b!!lr.rr...r:l]ierLDtL.,l
-. r.r-n,rInrj|.J0 . tr -:1, tr.::r.rr.,ij i

;irri.ie:l..atraic..3r:(;n,nr.rr.i,titit\\r.rt.!.:.arr.,art.ijnrt.tr.,a.,,.ri\.i|.1,r5rj0r\tai
/r llehb:r oi {ir.8al Cror, .a ao j!3 j e!

ha b it.



ml
tiuJ

t,

Declaration of Conformity

Prod!rcf name

Legronella losl Ocv{ies
Or.k,'ro'lr 1.9 oncra l..lCakj
Oor.kl\olLi! Lcglo.e a l.sl Slr t

|1/lodel/number

r totn

'Name of company

Lunr Quick Diagnoslics, 946 Scotl Blvd
anta Clafa, CA
5054

Jeff VJang

Telephone/email

ISO 13485i2003

Name ol company
Emergo Europe

2514 AP
The Hagtie, Neiherlands

Prinsessegracht 20 +31.70.345.8570 - phone
+31 70 346.729S - fax
europE@emergogroup com

Device classilicalion Route to compliance Standerds applied

Class: Self'Certify nex lll of IVOD 98/79/EC
uncilDirectiv€

L!m Ouick Diagnoslics, Inc. .lec ares that lhe above rneftiof€d products nreel the provision ot ihe
Council Directive 9B/79/FC lor In Vilro DiaOooslic lvledical tlev ces rnd Dlreclrve 98/79/EC as

lransposed in the naiional laws of the Menrber Slales

COMPANY REPRESENTATIVET Jeff Wang

TITLE: Onalily Systenrs Manager

oare 28n4t2417

\
SIGNATURE: )1 \ 1(-t

USA



Declaration of Conformity

Product name

Cardiac lvarker Test revices
OurkProlle I oponh I Serunr testCard

' (lrkl)rolrl. nopono lWh.! lllo$i lesl{:.(l
Ou'.r(p,orl.C.,drcPaMiSon,r rcslCard
O!'.lP'oi. Crrd.c P.rctWhoro Bodt l'sl{iilLl
O!d(Polr. tr/yoq:orriSrrinr Icatca'd
OJriNProfle Myo!rctrir!!holo Btoed T€ir (:.rn
OuqkProl]. CK MB ScrnD Telt Crd
olr*Prolire cK f,{l \4/hol3 800d Tcll c.ll
Ou'ctP'olil4Trop.ii. Slrp
O\lEtProli€ CK.MB Slap
ou,ckPoriie iiyogtobtn skip

Mode /number

?5009
75010

Lum Quick Diagnosncs Inc.
iAddress
i2946 Sc(2946 Scott Blvd.

Repr€sentative

Jeff VJang

Emergo Europe Prinsessegrachl20

Santa Clara, CA
95054
USA

2514 AP
The Hague, Nelherlands

Route to compliance
Annex lll of VDD 98/79lEC

Telephone,remail

+31.70.345.8570 - phone
+31.7D.346.7299 -tax
europe@emergogfoup.com

Devlce classification
Class: Self-Cedity

'Co!rc I Directive

| ,im Ou cL Diagnosl cs. lrc rJec ares ll'ar r're dbov{j T,etrtro e I otod-t ts eel the prov sion ol tlle
Co!ncil Direclive 9B/79/EC Ior lrr Vilro Diagnoslic [ledical Dcv ces and 0rrective 08/79/[C as
l€nsposed nl the national Laws of the l,,lelnber Slales

COMPANY REPRESENTATIVE: Jefl Wang

Standards applied
ISO 11485r2003

TITLE: Quality Syslems l\,,lanager

DAIE| 2810412011

lC l)c.:!,rror dror t($0o r2rl0 N'w^ddcs5

SIGNATURE: 'L:(d--"-l' '



Declaration of Conformity

Feca Occull tllood Tesl l)ev:ccs
O! jikP,ol, e [cer O..un B ood lcsl C.rl
Our.kP(orre t:ecarOft!t( B ooa tirsl Snrrl

Name ofcompany
LumiOuick Diagnosiics, lnc.

Representative

Jefl Y/ang

Name ol company Telephone/email
Emergo Europe

Dsvice classification
:ctiis, sertierriry

Prinsessegrachl20 13l.70.345.8570 - phone
+31.70 346.7299-fax
europe@ernergogroup.com

Standatds applied
ISO 1348512003

2514 AP

i 
The Hague, Netherlands

Route to compliance
Annex l1l of IVDD 9Bt9/EC
Counci Directrve

LumiQuick Diagnostics, lnc. decla€s ihat the above nrentioned pfoducls meel the provision ofthe
CouncLl Dnectrv€ 9B/79/80 fo ln V lro Dlagnosllc Nledical Dev ces an(i Directive 9B/79/EC as
Aansposed In the national laws of lhe l/lernber States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE; Qualily Syslenrs l\,4ara9er

OArEt 2810412417

l.1i Ddrflrm 1.0{r. r;,r,{!!- trrr0 N, w^d;trilri

sloNAruRE: ,.) U,Ll a.{,

USA



Declaration of Conformity

H. Pylor Ab/Ag lesl Devices

ou(kProh! II J'yl& Arlgof leslc.d
O!.kProk. rl Pyr' Atrlbldy &!t C. Wilotc ltbod
Ou'.fifrorrre H Py.r Adtbody feslCaki.S€ru')
Cl!':tProl l. ll Py or  f r!.i'lesr SkD
Ou ckProril. rt ryor Antbo.ry Se{D t..r$kr!
OuckP,olrle l1 trylon Antlbody Wa last Strilr

Model/nurnbsr

elephone/email

Name of company
LumiQuick D agnoslics, Inc

Representativo

Jeff VJang

+31.70 345.8570 - phone
, +31.70.346.7299 - fax
europe@emergogroup.com

.Slandards applied
rso 13485 2003

i2946 
Scoit Blvd.

lSanta Cla.a, CA
95054

IUSA

.Name of company
Emergo Europe

Device classification
urass ben-ue ry

i2514 Ap

i 
The Hag$e, Netherlands

. Pfinsessegracht 20

Route to compliance
.ex lli ot IVDD g8tg/Ec

Council Difeclive

LumiQu,ck Diagnostics, lnc declares that the above mertioned prodrcis meel the provision olhe
Counc|l Directive 08/79/EC for in Vitro Diagnostjc Medical Devices and Oireclrve g8/79/EC as
lransposed n the naiional laws of the Member States.

COMPANY REPRESENTATIVET Jelt Wang

TITLE| Quirlily Syslenrs Marager SIGNATURET 
-

OAIE| 28144n017

r rtrdIr r2riD,N.w ddr.5s



Declaration of Conformity

Syph hs Tesl0evrces

Na&e of company
LumiQuick Diagnostics, lnc

TITLE: Quality Systems Manager

OAlE.2Bt0412A17

ritr I D. t2r{1j Nrw^dr{s,

Ou ckProl'. Syph I's last Sr'p (Senrn)
Orr.lPJlUc SyD r; resr C{rd (Whoo B d.d)
O0,ckl,rolre Syph' 

's 
Tesl Card (Serunr)

Old<Pror e syphis l.slSrr [ilrjoe rrnujj

2946 Scolt Blvd.

lSanla Cla|?, CA

Model/number

r95054

luse

,Represenial;ve

Jefi lr'/ang

Telephone/emaillName of company
Emergo Eufope

,Device classification

Address

Prinsessegracht 20
2514 AP
'I he llague, Netherlands

131.70 345.8570 - phone
+31.70.346.7299 - fax
europe@emergogtoup.com

Route to compliance Standards applied
Annex lll oJ IVDD 98/79/EC ISO 13485:2003
CouncilDireciive

I LrmiQlrick Diagnoslrcs, l[c cleclares thal the above me']lioreai producls Jneel lhe pfoviston ot t,te
CoLrncil Dlrecl ve 98/79/EC for In Viiro Diagnoslic tvteclical Oevices and Directive 98/79lEC as
ttansposecl In lhe natiolal laws of lhe Membef States.

COMPANY REPRESENTATIVE: Jeff Wang

srcNAruREi ,,lz -!) €



l.urlriQui( l( Diagnos{ics, lrlc.
l,r4i\ ! l\, iiti{ 

'., 
I i')(Li1l LJ\,\

Drugs afAbuse Test Devlces

See attachment fof complete list of ltems in this family

ame of company

-umiQuick Diagnostics, lnc.

1.. 4(li St , irii)
1,rx:.101r li:'i_n16l

L.. it: Ini,r,! uirii.)ui1r\.,1:
\r...i:rr iL n'l,ir ..i..'

Declaration of GonformitY

Representative

2946 Scott Blvd,
Santa Clara, CA
95054
USA

Jeff C. Wang

Telephone/emall

+31.70.345.8570 - phone

131.70.346.7299 - fax
servic€@emergogrouP.com

l\4olenstraat 15

25'13 BH

The Hague, Netherlands

Name of company

Device classificaiion
Class: Self-Cortify

Rouie to comPliance Standards applied

LumiQuick Dlagnosiics, lnc. declares that the above mentioned products meet the provision of the

council Difective 9B/79/EC for ln viiro Diagnostic Medical Devices and Directive 98/79/EC as

transposed in the natlonal laws of the l,4ember States.

COMPANY REPRESENTATIVE:

TITLE: QualitY SYstems Manager

PRINT DATE: 2010112014

nnox lll of IVDD 9B/97/EC ISO 13485:2003
Council Dlrective

Jeff Wang (a.k.a Chih-Chieh Wang)

SIGNATURE:



I unri(.luiL l. l.ti,rLl, ru\Lirs,

1 aulckPronLoSdllva A!@holTostSlrip

ATTACHMENT

2 or ck2roll o Tonaddl T€tl c.d
3 OulokP.ol ld trm.do To.tstP
4 Aui!kP.olr. OOA-2 PadolTest

5 AulctPfoflo ooA-? P!noLTosl Card

6 A!bkProllLe DoA'3 FantlTsn
7 ouickProflo 00alPono re3lca.d
0 olrokProffu 00A-4 P.nt Tosl

t ouiclProi d 0oA-4 PlndlTeslca.d

1O a( ckP0rlo COA 5 P.fo tlsl
11 OulckProlllo 0OA 5 P.nolTftl Cad

l2 Oulc[Prol ld 00l"6 P.nclTasl

r3 OtrlckF(olil. OOA 6 Psiol Te6l Ca.J

14 ou ckPrllils 0oA-7 PlnolTost

15 OudkProllld DoA_7 P.nsiTsstcald
16 orickPlolirE Doa s Fanol T33l

17 OqlckP.olil. oo^ g Psno To5(cad

13 OuiukPron. DOA_g Pdnoltosl

19 O! dkProtld DOA_s PddlTosl cord

20 O!dkltotllo 0OA 10 Pii' Tosl

21 ouldkPrclus DoA.10 Fant Toslcerd

22 AubkProlrl6AuFohdntrs Te5lslrip

?3 qdcktrolllolnph.taNlne ldstcrud

21 aubkFrofl o sarbllurdloToBtsuip

25 oulokProl o l].rbllumld Tosl c..d
26 Otrk{Prcflo B.izodiszopi4o losl slrp
27 O,l.kAoli o ssrrodlazcpi"d loslci'd
2s o!ickPrdnlo Cocrli' T6sl slr P

29 OLlokP(,lilb cocaino T6sl Cdrd

30 O!ckPrclilo EoDPTosl$[ P

31 OtrlckProlilo EoDP 165l cotd

32 OtrickPtulL6 l,troMAEcslis\,Test Sl.lf

33 OulckPrcfil. MDNltueiclasytosl ctrd
34 Otr ckPrctilo Malhrdorol'osl SI P

35 o! ckPrcflo M6l1Edo.oTo5l ctrd
36 Or ckPronle Mrlrnrphor nmToslslrLp

37 ouhkPJotlol/slhamPlrot3DneToelcard
$ ou cpror oM.rPhinc ToslslriP

39 Or okProlllo llo'Phino T66l cird
.10 O!lokProlila M!4ihidolsst srdt(2000)

41 OulotP@lilo MorphinoTostcmd (2000)

42 O!ckProliloFCP Tosl51.rl

d3 oll.kfroT o PCP Toslc.rd
44 0ulclProlloThC T.sl slrlt
45 ollokProlir€ TtlcT0t( qad

45 OuldNPrclloTCASlril)
17 0ul'kP,olloTcAT.s(carii
4A aui.lP'.rilo Kohm ndTesl strit
l9 oli.kProlilB (.t.mLns Tosr cJd
to CuL.r:Protulo BuprdnorDlrho lost stlp
51 a,rLokProfilo A1 p.dnorphlnc Tssl card

52 OullkPrcllooxYddotroTotlSI.P
53 AuhkProlilc o.y@ddnd Ioslcsrd
54 OllrkProiild orug olAb!s' T€stcul)

55 Oul.kFrollLo Drugt olAbtrso Tesl cut' 0YND

56 OuLckProJil., Ui'$ Alcoho Tdstsldp

67 oullkProlilo urin6 Al@l&l Tod csd
50 od.kPrcrld Propoxyphiir Tosl sldp

69 orl.tP.orls PruroitPhcnoTusrca'd

?403t

INITIAL:

20t0112014
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LunriQuick Diagrroslics, Inc.
;r(,lh -<iirlli!,|. 5,rnr Cliii. (/\ rrnr54 i S;1

fi\:.10i1tia; il0(r
[ ]tii :ifi,)irrLuIr ()u(L.rrl

$.i, s$\! lrniitlfi, r'11,

60 OuickP.o{ils DOA l1 Ponol To3l

61 QqlotPoJllo 0oAr 1 P.nol To6l cad

62 OulckPiofti oOA'12 Pan lT06l

€3 Qulo*Proilo 0oa.12 P.nol16l c6rd

el ourqkBotllr Molhiphonrdate (MPD) r.ti 6lip
65 AubkP@fio .urMsnl"alo (MPO)To'tCord

66 Aul*Poriro Fontant T.sl slrrP

6? Aui.iPoilo FonlanYl Toot C..d
6d OulolPronlo Clon.4Pom sldp

6t oulckP@fils oonazoP.n T.sl cald

70 AubkP@lllo corlnho T66l stlp
71 odokP@nlo colhlns Tsst c{rd

72 OuiokP.oils x2 T4l sltlp

n aul*Prc'llo & lod ca'd

14c64

?4054-TC

74066

INITIAL:


		2020-03-05T09:11:16+0200
	Moldova
	MoldSign Signature




