. . . . Tel: 1-408-855-0061
LumiQuick Diagnostics, Inc. Fax: 1-408-855-0063
2946 Scott Blvd,, Santa Clara, CA 95054, USA E-mail: info@lumiquick.cor

Website: www.lumiquick.corr

STATEMENT

We, Lumiquick Diagnosties Inc. having aregistered office at 2946 Scott Blvd, Santa Clara,
CA 95054, USA assign SRL Sanmedico having a registered office at A. Corobceanu street
7A, apt. 9, Chisindu 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.

Signature:

Name: Charles Yu
Title; President

Date: March 4, 2020

7R LumiQuick

[(4]| Diagnosics, Inc.

- 2046 Scott Bhed.

Santa Clara, California 95054 USA

Ted: 1-403-855-0061 Info@umiquick.com
Fax: 1-408-855-0063 www.lumiqulciccom

Digitally signed by Rodnitchii Andrei
Date: 2020.03.05 09:11:16 EET
Reason: MoldSign Signature
Location: Moldova
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

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

Holds 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/ce,-\.'.

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
sk Page: 1 of 1
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Declaration of Conformity
PRODUCT IDENTIFICATION = 5'

i . {4l
Product name Model/number
Legionella Tesl Devices

CuckProfile Legionella Tesl Card 71034
QuickProfile Legionella Test Strip 71035

MANUFACTURER | | _ &
Name of company gAddress Representative

LumiQuick Diags1oétics, Inc. |2946 Scott Blvd. | Jeff W;ﬁg
Santa Clara, CA
95054
USA

Name of company Address Telephone/email

iEmergo Europe ]: Prinsessegracht 20 +31.70.345.8570 - phone
|2514 AP +31.70.346.7299 - fax
The Hague, Netherlands europe@emergogroup.com

.CON:FORMITY
ASSESSMENT |
Device classiﬁcatiqn

iRoute to cpm_pliance Standa rdg appiiecj__

Class: Self-Certify ~|Annex Il of IVDD 98/79/EC  ISO 13485:2003
Council Directive -

L.umiQuick 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 Direclive 98/79/EC as
transposed in the national laws of the Member States.

CONMPANY REPRESENTATIVE: Jeflf Wang

TITLE: Quality Systems Manager SIGNATURE: ._,/‘}"z_ £ /j/M
DATE: 28/04/2017

EC Declaration Letter. Emergo_ E2RO. NewAddress



Declaration of Conformity
PRODUCT IDENTIFICATION (i i
Product name

Model/number
Cardiac Marker Test Devices

QuickProfile Troponin | Serum Tes! Card 75001
QuickProfile Troponin | Whole Blood Test Card 75002
QuickProfile Cardiac Panel Serum Test Card 75003
QuickProfile Cardiac Panel Whole Bload Test Card 75004
QuickProfile Myogiobin Serum Tes! card 75005
QuickProfile Myoglobin Whole Blood Test Card 7 50086
QuickProfile CK-MB Serum Test Card 75007
QuickProfile CK-MB Whole Blood Test Card 75008
QuickProfite Troponin | Strip 75009
QuickProfile CK-MB Strip 75010
QuickProfile Myoglobin Strip 75011

MANUFACTURER | _ il

Name of company Address Representative

LumiQuick Diagnostics, Inc. 2946 Scott Blvd. ' Jeff Wang
|Santa Clara, CA |
95054 |
USA

AUTHORIZED

REPRESENTATIVE

Name of company Address Telephone/email

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

;Device classification Route to compliance Standards applied

Class: Self-Certify ' ‘Annex Il of IVDD 98/79/EC  ISO 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: g}”[w A/ }[
DATE: 28/04/2017 ._--

EC_Declaration_Letler Emergo E2110_Newhddress



Declaration of Conformity
PRODUCT IDENTIFICATION | s

|Product name Model/number
bFecaI Occult Blood Test Devices I .
QuickProfile Fecal Occult Blood Test Card 72001
QuickProfile Fecal Occull Blood Test Strip 72006
MANUFACTURER | | H
Name of company iAcIdress Representative
LumiQuick Diagnostics, Inc. ‘.2"946 Scott Blvd. | Jeff Wang
|Santa Clara, CA
195054
USA

AUTHORIZED ' B
REPRESENTATIVE r , I

Name of company Address Telephone/email
Emergo Europe | Prinsessegracht 20 [+31.70.345.8570 - phone
2514 AP +31.70.346.7299 - fax

E‘The Hague, Netherlands -europe@emergogroup.com

Device classification [Route to compliance Standards applied

Class: Self-Certify IAnnex Il of IVDD 98/79/EC  1SO 124852003
Council Directive

LumiQuick Diagnostics, Inc. declares that the above mentioned products meel 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: Qualily Systems Manager SIGNATURE: ) L (‘:(1 ié_,
DATE: 28/04/2017 ’

EC Dedaration_Lelter Emergo_E2R0_NewAddress



Declaration of Conformity
PRODUCT IDENTIFICATION g gt e —

Product name Model/number |
| H. Pylori Ab/Ag Tesl Devices '
| QuickProfile H Pylor Antigen Test Card 71020

QuickProfite H Pylon Antibody Test Card Whole Blood 71024

QuickProlile H Pylon Antibody Test Card-Serum 710486

QuickProfile H. Pylori Antigen Test Stip 71061

QuickProfile H Pylori Antibody Serum Test Strip 71064

QuickProfile H. Pylori Antibody WB Test Strip 71086

MANUFACTURER | | _ |
Name of company Address Representative
LumiQuick Diagnostics, Inc. é2946 Scott Blvd. | Jeff Wang
|Santa Clara, CA
195054
\USA

AUTHORIZED

REPRESENTATIVE _ i
Name of company Address Telephonel/email
e .P'rir'iéesgéé;a"chl e e oot ae
12514 AP +31.70.346.7299 - fax
z The Hague, Netherlands ‘europe@emergogroup.com

ASSESSMENT CelinEn
-IDevice classification Route to compliance Standards applied
(Class: Self-Certify Annex lll of VDD 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: ) L -’Leg/%;
DATE: 28/04/2017 '

EC_Dedaration | eller, Emergo E2R0_NewAddross



]
Product name Model/number
| Syphilis Test Devices
i QuickProfile Syphilis Test Strip (Serum) 71015
[ QuickProfile Syphilis Test Card (Whole Blood) 710186
CuickProfile Syphitis Test Card (Serum) 71057
QuickProfile Syphilis Test Strip (Whole Blood) 71077

MANUFACTURER
.Name__ of company

Na _ [Address [Reprosentitive
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Jeff Wang
|Santa Clara, CA i
195054
|usA

AUTHORIZED
REPRESENTATIVE |

Address Telephone/email

Name of company . b
\Emergo Europe k Prinsessegracht 20 1+31.70.345.8570 - phone

2514 AP +31.70.346.7299 - fax

The Hague, Netherlands europe@emergogroup.com

Device classification Route to compliance Standards applied

Class: Self-Certify Annex Il of IVDD 98/79/EC  ISO 12485:2003
| Council Directive

LumiQuick Diagnostics, Inc. declares thal 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 Stales.

COMPANY REPRESENTATIVE: Jeff Wang

"N N
TITLE: Quality Systems Manager SIGNATURE: , j 2 ' L«' jﬁ )

W £ -
DATE: 28/04/2017

EC_Decration_ Letler_Fmergo_E2R0 NewAddress



LumiQuick Diagnostics, Inc. gii;iaﬁ'ﬁzéjggg;§j}

204 Seol Blud, Samta Chua, ©A 5054 115N E-mail: mfoa ] umiQuick cor | -
Wby i '.".'_iil:'|'!-I:'|I:i vin & 4

Declaration of Conformity

PRODUCT IDENTIFICATION
Product name Model/number

Efugs of Abuse Test Devices
See attachment for complete list of items in this family

MANUFACTURER

Name of company - Address Repesentative | )
LumiQuick Diagnostics, Inc. 2946 Scott Bivd. l Jeff C. Wang
| Santa Clara, CA |

95054

USA

AUTHORIZED

REPRESENTATIVE :

Name of company Address Telephone/email

Emergo Europe Molenstraat 15 +31.70.345.8570 - phone
2513 BH +31.70.346.7299 - fax
The Hague, Netherlands service@emergogroup.com

CONFORMITY.
ASSESSMENT

De_vice clagsificatign
(Class: Self-Certify

Route to compliance

Annex 11 of IVDD 98/97/EC
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 (a.k.a Chih-Chieh Wang)

v Z2. 9
TITLE: Quality Systems Manager SIGNATURE: (?fL;/ i\?\qﬁ/
g \

PRINT DATE: 20/01/2014
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LumiQuick Diagnostics, Inc.
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ATTACHMENT

Product name

QulckProfile Saliva Alcohol Test Sliip
GuickProfile Tramadol Test Card
QuickProflle Tramadol Test Strip
QuickPrafile DOA-2 Panel Test
QulckProfile DOA-2 Panel Test Card
QulckProfile DOA-3 Pane! Test
QuickProfile DOA-3 Panel Tesl Card
QuickProfile DCA-4 Panel Test
QuickProfile DOA-4 Pancl Test Card
QuickProfito COA-E Panel Test
QuickProfile DOA-5 Panel Tesl Card
QuickProflle DOA-6 Panel Tasl
QuickProfils DOA-6 Pane! Test Card
QulckProfite DOA.7 Panol Test
QuickProlilo DOA-7 Panel Test Card
QuickProfile DOA-8 Panel Tast
QuilckProlile DOA-8 Panel Tast Card
QuickProfila DOA-9 Panel Test
QulckProfile DOA-9 Panel Test Card
QulckProfile DOA-10 Pansl Test
QulekProflle DOA-10 Panal Test Card
QuilckProfile Amphatamine Test Slrip
QulckProfile Amphetamine Test Card
QuickProflle Barbiturate Test Strip
QuickProfile Barbllurate Test Card
QuickProfils Banzodiazepine Test Strip
CQuilckProfile Benzodiazepine Test Card
QuickProflle Cogalne Test Skrip
QuickProfile Cocaina Test Card
QulckProlite EDDP Tesl Strip
QulckProfile EDDP Test Gard
QuickProfile MOMA/Ecstasy Tesl Stdp
QuickProfile MOMA/Esclasy Test Card
QuickProfile Mathadone Test Stip
QuickProfile Methadene Test Card
QuickProfile Melhamphelamine Test Strip
QuickProfile Mathamphataming Test Card
QuickProfile Morphine Test Strip
CQuickProflla Morphine Test Card
QuickProfile Morphine Test Strip-(2000)
QuickProfila Marphine Tost Card-{2000)
QulckPrefils PCP Test Strip
QulekProfile PCP Test Card
QuickProfila THC Test Strip
QuickProfile THC Test Card
QuickProlile TCA Slrip

QuickProfile TCA Tesl Card
QuickProfile Ketamine Test Sirlp
CuickProfila Ketamine Tost Card
QuickProfila Buprenorphing Test Strip
GulckProfile Buprenorphine Tesl Card
QuickProfile Oxycodone Test Slip
QuickProlile Oxycodane Tost Card
CulekProfils Drug of Abuse Test Cup
QulckProlile Drugs of Abuse Test Cup - CYND
QuickProfile Urine Alcohel Test Strip
QulckProfite Urine Alcohal Test Card
QuickProfile Propoxyphone Test Strip
QuickProfile Propoxyphene Test Card

Model/number

74001
74002
74003
74004
74004-TC
74005
74005-TC
74008
74008-TC
74007
F400T-TC
74008
74008-TC
74009
74009-TC
74010
74010-TC
74011
74011-TC
74012
74012-TC
74013
74014
74015
74016
T4017
74018
74019
74020
74021
74022
74023
74024
74025
74026
74027
74028
74020
74030
74031
74032
74033
74034
74035
74036
74037
74038
74039
74040
74041
74042
74043
74044
74046
740461l
74049
74050
74051
74052
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LumiQuick Diagnastics, Inc.

2oy Seont Bhael, santa Clara, CA 95054, LISA .
Wik swowew |=.m‘.=|'1'- | con

60 QuickProfile DOA-11 Panel Test 74053

61 QuickProfile DOA-11 Panel Test Card 74053-TC

62 QuickProfila DOA-12 Panel Tast 74064

63 QuickProfile DOA-12 Panel Test Card 74054-TC i

84 QuickProfile Methyiphenidate (MPD) Test Strip 74055 {

65 QuickProfila Mothylphenidale (MPD) Test Card 74056 I8

66 QulckProfils Fentanyl Test Strip 74057 |

67 QuiskProfile Fentanyl Test Card 74058 I
74059

63 QuickPrafilo Clonazepam Strip
60 QuickProfite Clonazepam Test Card 74060
i

70 QuickProfile Cotinlne Test Slrip 74061
M QuickProfile Colinine Test Card 74062 i
TA0G5

72 QuickProfila K2 Tes| Skilp I
74066 i

73 QuickProfile K2 Tost Card
nmiaL: <)) /] 17 4 HL
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