855.0061
5500363
k.com

Eanail: info@lumio
Website: www. lumiguick.cony

LumiQuick Diagnostics, Inc. ;

SH6 Bran Bivil, Sama Clars, CA US04, USA

Date: February 13,2018

LETTER OF AUTHORIZATION

T'o whom it may concern:

We, LumiQuick Diagnostics Inc. having a registered office at 2946 Scott Blvd, Santa Clara,
CA 95054, USA, assign Sanmedico SRL having a registered office at str. A. Corobceanu TA,
apt. 9, Chigindu MD-2012, Moldova , as authorized representative in correspondence with
the conditions of directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or
modify the registration of medical devices on the territory of the Republic of Moldova.

This authorization letter is valid until February 28, 2020.

Best regards,
A ~2
y ;:ZL»*“”W

Charles Yu
President

x"'/

P

Digitally signed by Rodnitchii Andrei
Date: 2019.12.09 15:44:44 EET
Reason: MoldSign Signature
Location: Moldova
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016
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o o 4

By Roval Charter

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

Helds Certificate No: FM 574919
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design, development, manufacture and distribution of in vitro diagnostics test kits and
reagents used in the diagnosis and management of disease status, including Infectious
Diseases tests, Drugs of Abuse tests, Cardiac Monitor tests, Cancer Marker tests, Fertility
Hormone tests, ELISA tests & Urine Chemistry tests.

JS M J/-e-—;

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2011-10-20 Effective Date: 2017-10-20
Latest Revision Date: 2018-11-21 Expiry Date: 2020-10-19
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Product name

Model/number
Lagionalla Test Devices

FB

poE
ARG

ks

Name of company

‘ jddmss ;?Rpreentative |
2946 Scott Blvd. |

LumiQuick Diagnostics, Inc.

- Jeff Wang
Santa Clara, CA
195054
USA

AUTHORIZED

REPRESENTATIVE. L
Name of company Address Telephonelemail
éEmergo Europe Prinsessegracht 20 +31.70.345.8570 - phone
‘ 2514 AP +31.70.346.7299 - fax
The Hague, Netherlands

europa@emergogroup.com

ERQue to compliance Standards applied
Class: Self-Certify Annex [l of IVDD 98/79/EC IS0 13485:2003
- Council Directive

LumiQuick Diagnostics, Inc. declares that the above mentioned products meet the provision of the

Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States

COMPANY REPRESENTATIVE:

Jeff Wang
TITLE: Quality Systems Manager SIGNATURE: :% " S
DATE: 28/04/2017 ‘

LG Decleation Letter Emergn BRRO NowAddrese




Product name Model/number
| Cardiac Marker Test Devices .
CuickProfile Troponin | Serum Tast Card 75001
CuickProfite Tropoenin | Whole Blood Test Card ;
CuckProfite Cardiac Pane! Serum Test Card
CgckProfile Candiac Panel Whale Biood Test Oarg
ClutckProfile Myogiobin Serurn Tast card L7 3
QuickProfile Myoglobin Whale Blood Test Card RO

CunckProfile CH-MB Serum Test Card 75007
LuickProfile CK-MB Whole Blood Test Card 75008
QuickProfile Troponin | Strip 7EQOB
CluickProfile CRAME Strip 75D

QuickProfile Myoglobin Strip 7RO

IMANUFACTUR

Name of ct)many o Address E%epre:serte
LumiQuick Diagnostics, Inc. 12946 Scott Blvd U eff g .
%Santa Clara, CA '
95054
(USA

G i | ; . L | . | ‘
ame of company Address Telephonel/email
Emergo Europe Prinsessegracht 20 +31.70.345.8570 - phone
2514 AP +31.70.346.7299 - fax
The Hague, Netherlands europa@emergogroup.com

ievii; cikassiﬁcatian o Route to cmmpiﬁanc o ;ﬁﬁtanéards applied
Class: Self-Certify §Annex 1 of IVDD 98/79/EC  1SO 13485:2003 §
Council Directive E

LumiQuick Diagnostics, Inc. declares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager sieNATURE: /| A (A/)
DATE: 28/04/2017 |

G, Declaration Leter Erwrgn ERIRO Mewtddiess



PRODUCT IDE
Product name
Fecal Occult Blood Test Devices

QuuickProfile Focal Oceult Blood Test Cand
LQickProfile Feeal Oocuit Blood Test Slup

_Ne of company { ‘ ‘Adress

Representative

12946 Scott Blvd.
‘Santa Clara, CA
195054

(USA

LumiQuick Diagnostics, Inc.

PRESENTATIVE
§Name of company
Emergo Europe

Address |

| Prinsessegracht 20
12514 AP
§The Hague, Netherlands

ASSESSMENT
Device classification

Devi Route to compliance
IClass: Self-Certify

‘Annex Il of IVDD 98/79/EC
Council Directive

3

CJeff Wang

Telephone/email

+31.70.345.8570 - phone
+31.70.346.7299 - fax
europe@emergogroup.com

Standards applied
ISO 13485:2003

LumiQuick Diagnostics, Inc. declares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as

transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager
DATE: 28/04/2017

SIGNATURE:

BG Ceclaration Leller, Bmorgo B3RO Newhddress




ration of Conformity

PRODUCT ID
Product name Model/number
H. Pylori AblAg Test Devices

CluickProfile ¥ Pylon Antigen Test Card Foso

CuickProfita H Pylon Antibody Test Card Whole Blood P24

QuickProfile H Pylor Antibedy Test Card-Serum 71048

ChuckProfile M. Pylori Antigen Test Stip L1081

LaickProfile M Pylori Antibody Serum Test Strip #1064

CruickProfile M Pylori Antibody W8 Test Strip L7088

MANUFACTURER =~ SEE
Name of company Address Representative
LumiQuick Dithbstics, Inc. 12946 Scott Blvd. ' Je&“wéng "

Santa Clara, CA

95054

USA

Telephonelemail

E.A«:i«c:lress

Name of company

Emergo Europe  Prinsessegracht 20 +31.70.345.8570 - phone
12514 AP +31.70.346.7299 - fax
;'The Hague, Netherlands 5eurape@emerg@group.com

i

?evi clasiﬁcation o Route to compliance Standrds applied

Class: Self-Certify Annex Ill of IVDD 98/79/EC  1SO 13485:2003 z
‘Council Directive ?

LumiQuick Diagnostics, Inc. declares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

o, 3
e

LA

TITLE: Qualily Systems Manager SIGNATURE:
DATE: 28/04/2017

M s
\
»

LO Declaration Letler Brmego EZRO.Mewhddress



Product name Modelinumber

Syphilis Test Devices |
, QuickProfile Syphilis Test Strip (Benam) FRit
CurickProfle Syphiis Test Card {Whole Blood) T8
LluickProfile Syphilis Test Card {Serum) TanY
GQuickProfile Syphilis Test Strip {(Whole Blood) FTT

MANUFACTURER
Name of company
LumiQuick Diagnostics, Inc.

Address “ - R.epresenative |
2946 Scott Blvd. Jeff Wang

%Santa Clara, CA

195054
|USA

"Name of (:ompny | gAddres S e»lephanefemai!

Emergo Europe ' Prinsessegracht 20 +31.70.345.8570 - phone
2514 AP +31.70.346.7299 - fax
The Hague, Netherlands europe@emergogroup.com

i

ASSESSMENT
De}{i\ggc‘:‘lasgiﬁcation
Class: Self-Certify

Route to comiiance

“lAnnex 11l of IVDD 98/79/£C
Council Directive

(St:andardsuappﬁed »
1S0O 13485:2003

LumiQuick Diagnostics, Inc. declares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager SIGNATURE: g ~§W? £ {ﬁ 4
DATE: 28/04/2017 "

B Dackuation Letter Bmergo E2R0 NowAddrasy




Tel 408-855-000. 188
Fax: 408-855-006. §igk

LumiQuick Diagnostics, Inc.
nfo@LamiQuick.cor i

95054 LISA [."[‘E]EXHZ i

24946 Scat Bhad., Santa Clara, €A

Web: wivy

Declaration of Conformlty

PRODUCT IDENTIFICATION
Product name

odel/number

! Drugs of Abuse Test Devices

i See attachment for complete list of items in this family

MANUFACTURER : | e — :
Name of company Address Representative gj
LumiQuick Diagnostics, Inc.  |2946 Scott Blvd. Jeff C. Wang ;;5
Santa Clara, CA
95054 g
USA ;

REPRESENTATIVE

Name of company Address Telephone/email ,
Emergo Europe Molenstraat 15 +31.70.345.8570 - phone | {
2513 BH +31.70.346.7299 - fax L8
The Hague, Netherlands service@emergogroup.com §

CONFORMITY

ASSESSMENT e : il

Device classification Route to compliance Standards applied t

Class: Self-Certify Annex |1l of IVDD 98/97/EC  |ISO 134856:2003 »if
Councill Directive ot

LumiQuick Diagnostics, Inc. declares that the ahove mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang (a.k.a Chih-Chieh Wang) b
‘ ) =\

TITLE: Quality Systems Manager SIGNATURE: < % 1 \/ Z \n[,/‘ 4
v/ \

PRINT DATE: 20/01/2014

dumiepdickecon
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LumiQuick Diagnostics, Inc.

2046 Seott Bhvd,, Santa Clar, €A 55054, USA

ik

LI Qe

ATTACHMENT

Product name
QulckProfile Saliva Alcohol Test Strip
QuickProfile Tramadol Test Card
3 QuickProfile Tramacol Test Strip
4 QuickProfile DOA-2 Panel Test
5 QuickProfile DOA-2 Panel Test Card
6 QulckProfile DOA-3 Panol Test
7
8
g

oo

QuickProfile DOA-3 Panel Test Card
QuickProfile DOA-4 Panel Test
QuickProfile DOA-4 Panel Test Card
10 QuickProfile DOA-E Panel Test
11 QuickProfile DOA-5 Panel Tosl Card
12 QuickProfile DOA-6 Panel Tesl
13 QuickProfite DOA-6 Pane! Test Card
14 QulokProfitle DOA.7 Panol Test
15 QuickProfile DOA-7 Panel Test Card
16 QuickProfile DOA-8 Panel Test
17 QuickProfile DOA-8 Panel Tes! Card
18  QuickProfilo DOA-9 Panal Test
19 QulckProfile DOA-9 Panel Test Card
20 QuickProfile DOA-10 Panel Test
21 QulckProfile DOA-10 Panal Test Card
72 QuickProfile Arphetanine Test Strip
23 QulckProfite Amphotamine Test Card
24 QuickProfile Barbiturate Test Strip
258 QuickProfile Barbliurate Test Card
26  QuickProfile Benzodiazepine Test Strip
27 QuickProfile Benzodlazepine Test Card
28  QuickProfile Cocalne Test Strip
29 QuickProfile Cocaine Test Card
30 QuickProfile EDDP Test Stlp
31 QulckProfile EODP Test Gard
32 QuickProfile MDMAVEcstasy Test Strp
33 QuickProfile MOMA/Esclasy Test Card
34 QuickProfite Methadone Test Stip
35 QuickProfile Methadone Test Gard
36 QuickProfile Methamphetamine Test Strip
37 QuickProfile Mathamphetamine Test Card
48 QuickProfile Morphine Tast Strip
39 QuickProfile Morphine Test Card
40 QuickProfile Morphine Test Stiip-(2000)
41 QuickProfile Morphine Test Card-(2000)
42 QuickProfile PCP Test Strip
43 QulekProfile PCP Test Card
44 QuickProfile THC Test Strip
45 QuickProfite THC Test Card
46 QulckProfile TCA Slrip
47  QuickProfile TCA Tesl Card
48 QuickProfils Ketarnine Test Strip
48 QuickProfile Ketamine Tost Card
50 QulckProfile Buprenorphing Test Strip
51 QulckProfile Buprenorphine Test Card
52 QuickProfile Oxycodone Test Slip
53 QulckProfile Oxycodone Tost Card
54 QuickProfils Drug of Abuse Test Cup
65 CQulckProlile Drugs of Abuse Test Gup - CYND
56 QuickProfile Urine Alcohol Test Strip
87  QuickProfife Urine Alcohol Test Card
58 QuickProfilo Propoxyphons Test Strip
659  QuickProfile Propoxyphene Test Card

Woceumber |

74001
74002
74003
74004
74004-TC
74005
74006-TC
74006
74008-TC
74007
74007-TC
74008
74008-TC
74009
74008-TC
74010
74010-TC
74011
74011-TC
74012
74012-7C
74013
74014
74015
74016
74017
74018
74019
74020
74021
74022
74023
74024
74025
74026
74027
74028
74029
74030
74031
74032
74033
74034
74035
74038
74037
74038
74038
74040
74041
74042
74043
74044
74046
740461
74049
74050
74051
74062

4

e AT
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" 20/01/2014
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LumiQuick Diagnostics, Inc.
2646 Seatt Bivd., Santa Clara, CA 95054, E-mails info@@Lu :
Wb wawaw fumicuick.con
80 QuickProfile DOA-11 Panel Test 74063
61 QulokProfile DOA-11 Panel Tes! Card 74053-TC
62 QuickProfile DOA-12 Panel Tost 74064
63 QuickProfile DOA.12 Panel Test Card 74054-TC
84  QuickProfile Methyiphenidate (MPD) Test Strip 74055
65 QuickProfile Methylphenidate (MPD) Test Card 74066
66 QulckProfils Fentanyt Test Strip 74087
87 QuickProfile Fentanyl Test Card 74058
63 QuickProfile Clonazepam Strip 74069
66 CQuickProfite Clonazopam Test Card 74060
70 QuickProfile Cotinine Test Strip 74061 it
71 QuickProfile Cotinine Test Card 74062
72 QuickProfile K2 Test Strip 74065
73 QuickProfile K2 Tost Card 740686 5, =
e / """\'\;'”:7 J// /\'\, i
wma: <) AV L
[20/0772074 / i
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