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hst.
Celrtif icate of Registration
QTLJAL.ITY MANAGEMENT SYSTEM - ISO 13485:2016

Thir; is to certihT that: LumiQuick Diagnostics, Inc,
2946 Scott Blvd
Santa Clara
California
950s4
USA

Ho,lds Clertificate Nlo: FM 574919

and operates a Quality Management System which complies with the requirernents of ISO 13485:2016 for the
followirrg scope:

The design, development, manufacture and distribution oF in vitrcl diagnmtics test kits and
reagents usecl in the diagnosis and management of disease status, including Infectious
Diseas;es tests, Drugs of Abuse tests, Cardiac Monitor tests, Cancer Marker tests, Fertility
Hormone tests, ELISA tests & Urine Chemistry tests.

,/ *" $r,***,
Stewart Brain, Head of Compliance & Risk - Medical Devices

For ancl on behalf of BSI:

Original Registration Date: 2011-10-20

Larlest llevision Date: 201.8-11-21
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Effective Date: 2017-10-20

Expiry Date: 2020-10-19
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COMPANY RHPIIHSENTATIVE: Jeff Wang
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iCouncil Dirsetive

LumiQuiek Oiagnostics, lnc^ rleclsrns that the abuve ffi:efttisn&rl pr*rlucts rne,el the provision of the
Coun*il flir*qtive $ill?$/Hfi tbr lrr Vilro $i*gnosti* M*dicerl L)*:vics* and fiirectiv* 9817$ltrC as
transpased irr the nationnl laws cf th* Member $latss.
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if{ame af cnmpany
l

iLumiQuick Diagnoetics,

*rss sf eCImpany

ifimergo Europe
I

;Davice classification

fClass: $*li-Certify

dress

2946 $cott Blvd.
Santa Clara, CA

5054

luse

Addre*s

Prinsessegrscht 2S
2514 AP
The l-1ague. Netherlands

tqr cor,nFli*nce
nex lll af IVSO F$/7$Ifr{l

ncil Directive

*otrncil ffirectivm S8l79l#0 fnr: In Vitr,o Fiagn**ti* Medjcal llevic*s cncN Simctiv* ggff$)lmC as
transposed in the nati$nat taws of the fulernber $ts{e*"

SOII{PA}IY RHPRffSHI{TATIVFT Jeff Wang

TfTt Hl Quality $ystenrs Manager
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Product name Model/number

Drugs of Abuse Test Devices

See attachtnent for complete list of items in this family

Narne of company
LurniQuick Diagnostics, lnc.

De'vice classificatlott te to compliance applied

r':' 
*:':"-''1 ISO 13485:2t103

Lumieuick Diagnostics, lnc. declares that the above mentionsd products meet ths provision of the

Council Direotive 9B/79/EC for ln Vitro Diagnostic Medical Devices and Direrctive 9B/79/EC as

transposed in the national laws of the Member Statos^

GCIMPANY REPRESENTATIVE: Jeff Wang (a.k.a chih-chieh wang)

Tll'LE; Quality $ystems Manager SIGNATURE:

FRfNT DATE: 2010112014

Declaration of ConformitY

lll of IVDD 9B/97/EC
lDirective

Jeff C. Wangl2946 Scott Blvd,

$anta Clara, CA

95054
USA

+31 .70.345.[t570 - Phone
+31.70.346.i'299 - fax
service@em e rgog rouP. com

Molenstraat 15

2513 BH
The Hague, Netherlands

ame of company

Emorgo Europe
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1 QulckProfilo Sallva AlcoholTost Slrlp

2 QuickProfile Trpmadol Test Card

3 QuiokProflle Tramaool lbst Strip

4 QulckProfile DOA-Z Panal Tost

5 QulckProlilo OOA-2 p8noL Test card

S QulckProfiLe OOA-3 Fanol Tost

7 QuickProfile DOA.S Panel Test Card

I QuickProfilo DOA4 Panol Tost

I QuickProfllo noA4 Panol Test Card

10 QuickProfito 0OA-5 Panol lost

11 QuickPfofile DOA's Panol To$t card

12 QulckProflle 00A.6 Panel Test

13 Qulckt\ofilo DoA-O P8nol T€st card

14 QubkProfil6 0OA'7 Panol Test

15 QulckProtllo DOA-7 Panel Tosi Card

16 OuiokProfile D()A'8 Pansl Tost

17 QulckProtile 004-6 Panol Test Card

1S Qulckprofils lloA-9 Penol Tost

'19 QulokProfilc IJOA^9 Panel Tsst c$r{i

20 aulckProlllo 00A-'10 Panel Test

?1 QulckProfile DOA-10 Panol Tost C$I{i

22 QuickProfits Antphertantlne Test StriJ)

23 Qulckprolilo Amph(,tamlne Jest Card

?4 QulckProfllo Barbiturate Tsst strip

25 QuickProtile llarblturats Toet Card

?6 QttickProfllo Bonzodisz"opino Tost Strlp

27 QrrlckProfilo BelfiodlazePlrls Tost Card

?8 Quiokprotilo Cocr:kro Test $trlp

?.9 QuickProfilo cocolna Test CBrd

30 QulckProfilo FDDP Teol $trlP

31 QulckProlile EDDP Test Crrd

32 QuickPro{ils MDMlVEcslirsy Test $trlP

33 Qrrlc;kProfile MDMlVEsctasy Test Card

l]4 QuickProlile Mothadollo l'ost Strlp

35 Qulckplofilo Mothadone Tesl Card

36 QLrlckProtlle Molhamphotanrlno Tsst strlp

37 QuickProfllo Molhamphdtslnlno To$t Cafd

38 QuickProfils Morphlnc Tost slrjp

39 OulckPro{lls Morptrine Teat Carrl

40 QulckProfile Moryhino Test $tiJp-t2000)

41 OulckProfilo Morphino Tost Card-(2000)

42 QulckProfile PCP Tosl StrlP

43 Qr.rtckProflls I]CP Te$l card

44 QulckProtilo THC'foct $lrlp

45 QulckProflle TllC'tost Card

46 QulckPro{ils TCA $tril)

47 QulokProfllo TCA"Isst Card

48 Qulckprofilo K€tafnino Tcst $trip

49 QtrlckProfllo Kotarnin€t To$t Card

$0 QLrlokProfllo Bupronorphln$ TBst Strip

51 QulckProfilo Bttprotrorphlno Test Catd

52 QulckProfile oxycodono Tost Skip

$3 QulckProfilc Oxycodone l"o$t card

54 QulckProfil€ Orug of Abuso Test Cup

65 QulckProlils l)rugs of Abuso Test Cup ' CYND

56 QulckProfilc Urin$ AlcoholTosl SlrlP

57 Q(lckProfilo t,rins Alcohol Tost Csrd

5$ QuickPlofilo Propoxyphone Test $trip

69 QulckProfile Propoxphcrro'l-est CaId
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74003

74004

74004-TC

74005

74005-TC

74006

74006-TC

74007

74007-TC

74008

74008-TC

74009

74009-TC

7401 0

74010-TC

7401 1

7401 1 "TC

74012

74012-TC

7401 3

74014

7401 5

7401 6

74017

74018

74018

74020

74021

f 4022
74023

74024

74025

74026
74027

74028

7402S

74030

74031

74QX2

74033

74034

74035

74036

74037

74038

74039

74040

74A41
't4042

74043

14044

74046

74046-ll

7404s

74050

74051

74052
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QuickProfile OOA'1'l Pansl Tsst

OulokProlllE OOA'1'1 Panol Test card

QulokProfila DOA-'I? Panol Tsst

QulckProfiie 0OA'12 Psnel Test Gcfd

QulckProflle Melhylphsnldats (MPD) Teet Strlp

QulokProfllo Mothylphsnldate (MPD) Tost CaId

OulckPro{ile Fenian$ Test $ttlP

QuiokProlllo Fsnlanyl Tett Csrd

QulokPrqfl lo Clonazepam SUIP

QulckProtile Clonazepam Tost Card

QulckProlilo Collnlna ToEi StlP

QuiokProflla Qollnln6 Tost card

QuickProlilo K2 Test $1rlP

autckPmflls K2 Teet Card

l.clr 40ti-
Inx: 408
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74053

74053-TC

74054

740S4-Tc

74055

74056

74057

74058

7405S

74060

740S1

74062
74065

74066
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