


LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Adeno / Rota Virus Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71029QuickProfile Rotavirus Antigen Test Card
71032QuickProfile Adenovirus Antigen Test Card
71033QuickProfile Adeno/Rota Combo Test Card
71051QuickProfile Adeno/Rota Test Strip

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Chikungunya Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71031QuickProfile Chikungunya IgG/IgM Combo Test Card

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Dengue IgG/M Ab and/or NS1 Ag Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71019QuickProfile Dengue IgG/IgM Test Card
71047QuickProfile Dengue IgG/IgM Test Strip
71066QuickProfile Dengue NS1 Antigen Test Card
71087QuickProfile Dengue NS1 Ag & IgG/IgM Ab Duo Test Card

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/97/EC 
Council Directive

ASSESSMENT

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.

Prinsessegracht 20
2514 AP
The Hague, Netherlands

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Drugs of Abuse Test Devices

 See attachment for complete list of items in this family

AUTHORIZED
REPRESENTATIVE

COMPANY REPRESENTATIVE: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

___________________

EC_Declaration_Letter_Emergo_Drug_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

ATTACHMENT

Model/number         Product name
74001QuickProfile Saliva Alcohol Test Strip1

74002QuickProfile Tramadol Test Card2

74003QuickProfile Tramadol Test Strip3

74004QuickProfile DOA-2 Panel Test4

74004-TCQuickProfile DOA-2 Panel Test Card5

74005QuickProfile DOA-3 Panel Test6

74005-TCQuickProfile DOA-3 Panel Test Card7

74006QuickProfile DOA-4 Panel Test8

74006-TCQuickProfile DOA-4 Panel Test Card9

74007QuickProfile DOA-5 Panel Test10

74007-TCQuickProfile DOA-5 Panel Test Card11

74008QuickProfile DOA-6 Panel Test12

74008-TCQuickProfile DOA-6 Panel Test Card13

74009QuickProfile DOA-7 Panel Test14

74009-TCQuickProfile DOA-7 Panel Test Card15

74010QuickProfile DOA-8 Panel Test16

74010-TCQuickProfile DOA-8 Panel Test Card17

74011QuickProfile DOA-9 Panel Test18

74011-TCQuickProfile DOA-9 Panel Test Card19

74012QuickProfile DOA-10 Panel Test20

74012-TCQuickProfile DOA-10 Panel Test Card21

74013QuickProfile Amphetamine Test Strip22

74014QuickProfile Amphetamine Test Card23

74015QuickProfile Barbiturate Test Strip24

74016QuickProfile Barbiturate Test Card25

74017QuickProfile Benzodiazepine Test Strip26

74018QuickProfile Benzodiazepine Test Card27

74019QuickProfile Cocaine Test Strip28

74020QuickProfile Cocaine Test Card29

74021QuickProfile EDDP Test Strip30

74022QuickProfile EDDP Test Card31

74023QuickProfile MDMA/Ecstasy Test Strip32

74024QuickProfile MDMA/Ecstasy Test Card33

74025QuickProfile Methadone Test Strip34

74026QuickProfile Methadone Test Card35

74027QuickProfile Methamphetamine Test Strip36

74028QuickProfile Methamphetamine Test Card37

74029QuickProfile Morphine Test Strip38

74030QuickProfile Morphine Test Card39

74031QuickProfile Morphine Test Strip-(2000)40

74032QuickProfile Morphine Test Card-(2000)41

74033QuickProfile PCP Test Strip42

74034QuickProfile PCP Test Card43

74035QuickProfile THC Test Strip44

74035-SALQuickProfile Saliva THC Test Strip45

74036QuickProfile THC Test Card46

74037QuickProfile TCA Test Strip47

74038QuickProfile TCA Test Card48

74039QuickProfile Ketamine Test Strip49

74040QuickProfile Ketamine Test Card50

74041QuickProfile Buprenorphine Test Strip51

74042QuickProfile Buprenorphine Test Card52

74043QuickProfile Oxycodone Test Strip53

74044QuickProfile Oxycodone Test Card54

74046QuickProfile Drug of Abuse Test Cup55

74049QuickProfile Urine Alcohol Test Strip56

74050QuickProfile Urine Alcohol Test Card57

74051QuickProfile Propoxyphene Test Strip58

74052QuickProfile Propoxyphene Test Card59

74053QuickProfile DOA-11 Panel Test60

EC_Declaration_Letter_Emergo_Drug_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

74053-TCQuickProfile DOA-11 Panel Test Card61

74054QuickProfile DOA-12 Panel Test62

74054-TCQuickProfile DOA-12 Panel Test Card63

74055QuickProfile Methylphenidate (MPD) Test Strip64

74056QuickProfile Methylphenidate (MPD) Test Card65

74057QuickProfile Fentanyl Test Strip66

74058QuickProfile Fentanyl Test Card67

74059QuickProfile Clonazepam (7-ACL) Test Strip68

74060QuickProfile Clonazepam (7-ACL) Test Card69

74061QuickProfile Cotinine Test Strip70

74062QuickProfile Cotinine Test Card71

74065QuickProfile K2 Test Strip72

74066QuickProfile K2 Test Card73

74075QuickProfile Ethyl Glucuronide (EtG) Test Strip74

74076QuickProfile Ethyl Glucuronide (EtG) Test Card75

INITIAL: ___________________
26/07/2018

EC_Declaration_Letter_Emergo_Drug_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

FLU A/B Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71065QuickProfile Influenza A Antigen Test
71067QuickProfile Influenza A+B Antigens Test

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Fecal Occult Blood Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

72001QuickProfile Fecal Occult Blood Test Card
72006QuickProfile Fecal Occult Blood Test Strip

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

HCG Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

73001QuickProfile HCG Mid-Stream test
73002QuickProfile HCG Urine Test Card - 25 mIU/mL
73005QuickProfile HCG Serum/Urine Test Card
73011QuickProfile HCG Serum/Urine Test Strip

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

H. Pylori Ab/Ag Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71020QuickProfile H. Pylori Antigen Test Card
71024QuickProfile H. Pylori Antibody Test Card Whole Blood
71046QuickProfile H. Pylori Antibody Test Card-Serum
71061QuickProfile H. Pylori Antigen Test Strip
71064QuickProfile H. Pylori Antibody Serum Test Strip
71086QuickProfile H. Pylori Antibody WB Test Strip

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Legionella Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71034QuickProfile Legionella Test Card
71035QuickProfile Legionella Test Strip

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

LH Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

73003QuickProfile LH Mid-Stream test
73004QuickProfile LH Test Card
73007QuickProfile LH Test Strip

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Malaria Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71049QuickProfile Malaria pf Antigen Test Card
71050QuickProfile Malaria pf/pv Antigen Test Card
71053QuickProfile Malaria pan Antigen Test Card
71063QuickProfile Malaria pf/pan Antigen Test Card
71074QuickProfile Malaria pan Test Strip

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Cardiac Marker Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

75001QuickProfile Troponin I Serum Test Card
75002QuickProfile Troponin I Whole Blood Test Card
75003QuickProfile Cardiac Panel Serum Test Card
75004QuickProfile Cardiac Panel Whole Blood Test Card
75005QuickProfile Myoglobin Serum Test card
75006QuickProfile Myoglobin Whole Blood Test Card
75007QuickProfile CK-MB Serum Test Card
75008QuickProfile CK-MB Whole Blood Test Card
75009QuickProfile Troponin I Strip
75010QuickProfile CK-MB Strip
75011QuickProfile Myoglobin Strip

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Salmonella Antigen / Antibody Test Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71028QuickProfile Salmonella typhi Antigen Test Card
71054QuickProfile Salmonella typhi/paratyphi Antigen Test
71055QuickProfile Salmonella Typhi IgG/IgM Duo Test
71055BQuickProfile Salmonella Typhi IgG/IgM Combo Test

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Saliva Drugs of Abuse Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

74074QuickProfile Saliva DOA-6 Panel Test Card

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Strep A Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71048QuickProfile Strep A Test Card
71048BQuickProfile Strep A Rapid Test
71052QuickProfile Strep A Test Strip

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Syphilis Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71015QuickProfile Syphilis Test Strip (Serum)
71016QuickProfile Syphilis Test Card (Whole Blood)
71057QuickProfile Syphilis Test Card (Serum)
71077QuickProfile Syphilis Test Strip (Whole Blood)

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Vitamin D Test Device Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

83001QuickProfile Vitamin D Test Card

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



LumiQuick Diagnostics, Inc. Tel: 408-855-0061
Fax: 408-855-0063

2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

Product name

Declaration of Conformity
PRODUCT IDENTIFICATION

Product name Model/number

Product name

MANUFACTURER

Name of company Representative

LumiQuick Diagnostics, Inc. Model/number

Address

Product name

Name of company Telephone/email

Emergo Europe Model/number

Address

CONFORMITY

Device classification Standards applied

Class: Self-Certify ISO 13485:2016

Route to compliance

Annex III of IVDD 98/79/EC 
Council Directive

ASSESSMENT

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE:

DATE: 26/07/2018

+31.70.345.8570 - phone 
+31.70.346.7299 - fax
EmergoEurope@ul.com

2946 Scott Blvd.
Santa Clara, CA
95054
USA

Chih-Chieh Wang

Zika IgG/M Ab and/or NS1 Ag Test Devices Model/number

AUTHORIZED
REPRESENTATIVE

___________________

Prinsessegracht 20
2514 AP
The Hague, Netherlands

71090QuickProfile Zika Virus IgG/IgM Antibody Combo Test
71093QuickProfile Zika NS1 Antigen Test Card

EC_Declaration_Letter_Emergo_E3R0_Iso2016+NewEuRepEmail



Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

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.

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2011-10-20 Effective Date: 2020-10-20
Latest Revision Date: 2020-08-31 Expiry Date: 2023-10-19

Page: 1 of 1

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+574919&ReIssueDate=31%2f08%2f2020&Template=inc
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Gomoanv Introduction
哐趸

LumiQuick Diagnostics Inc., located in the heart of Silicon Valley,
California, USA, develops, manufactures and markets high
quality point of care tests and other immunoassay kits for the
world-wide in-vitro diagnostic market. Through years of
continuous and diligent efforts, we are proud to offer extensive
product lines of rapid tests, ELISA, CLIA, Real Time PCR and
reagent components. These product lines provide the
immunoassays in various formats to detect infectious diseases,
cardiac markers, cancer markers, drugs of abuse, fertility
hormones and other disease markers.

Our mission is to provide the high quality products with affordable
cost to help people around the world to fight human diseases and
illicit substance abuse. We are committed to providing
exceptional quality, customer service and cost saving to every
customer.

We appreciate very much your interests in our products and look
forward to be your partner to fight the disease and improve human
health.
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7勹 001

71002

71068
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HIV I&"Test stop

HlV l&"Test Card

HlV l&"TH丬 ine Test Card
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7勹 003
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71005
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71009
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71014
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HBsAg Test st"p

HBsAg Test Card

HBsAb Test st"p

HBsAb Test Card

HBcAb Test stHp

HBCAb Test Card

HBeAg Test stHp

HBeAg Test Card

HBeAb Test st"p

HBeAb Test Card

HBV-3Pane丨 Test Card(HBsAg/HBeAg/HBcAb)

HBVˉ3Panel Test Card(HBsAg/HBsAb/HBCAb)

HBVˉ5PaneI Test Card(HBsAg/HBsAb/HBcAb/HBeAg/HBeAb)

HBV-2PaneI Test Card(HBsAg/HBsAb)
★
Custonη ized combination of Pane|Test Cards are ava"able
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71019

71066

71087

71028

71054

71055

71055B

71049

71050

71053

71063

71017

71018

71031

71078

Gastro-l ntestinal Diseases

Dengue lgG/lgM Combo Test Card

Dengue NSI Antigen Test Card

Dengue lgG/lgM & NS1 Duo Test Card

S. typhiAntigen Test Card

S. typhi / paratyphiAntigen Test Card

S. typhi lgG/lgM Duo Test Card

S. typhi lgG/lgM Combo Test Card

Malaria pf Antigen Test Card

Malaria pf/pv Antigen Test Card

Malaria pan Antigen Test Card

Malaria pf/pan Antigen Test Card

Rickettsia lgG/lgM Combo Test Card

Hantavirus lgG/lgM Combo Test Card

Chikungunya lgG/lgM Combo Test Card

Chagas Antibody Test Card
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5
5
5
5
5
5
5
5
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5
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2
2
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2
2
2
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2
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71024

71029

71032

7彳 033

H. pylori StoolAntigen Test Card

H. pyloriAntibody Test Card

Rotavirus Stool Antigen Test Card

Adenovirus Stool Antigen Test Card

Adeno/Rota Virus Stool Antigen Combo Test Card
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71048

71062

71065

71067

Legionella Pneumonia Urinary Antigen Test Card

Strep A Test Card

Tuberculosis Antibody Test Card

Influenza A (Flu A) Test Card

Influenza A&B (Flu A&B) Combo Test Card
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25

25

25

25
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Sinqle Test Device

74001

74049

74003/74002

74013/74014

74015/740彳 6

74017/74018

74019/74020

74021/74022

74023/74024

74025/74026

74027/74028

74029/74030

74031/74032

74033/74034

74035/74036

74037/74038

74039/74040

74041/74042

74043/74044

74051/74052

74055/74056

74057/74058

74059/74060

74061/74062

74063/74064

74065/74066

74075/74076

Saliva Alcohol -|bst Strip

Urine Alcohol Test Strio

Tramadol Test strip / Card

Amphetamine Test Strip / Card

Barbiturate Test Strip / Card

Benzodiazepine Test Strip / Card

Cocaine Test Strip / Card

EDDP Test Strip / Card

MDMA (Ecstasy) Test Strip / Card

Methadone Test Strio / Card

Methamphetamine Test Strip / Card

Opiate Test Strip / Card (300 ng/ml)

Opiate Test Strip i Card (2000 ngiml)

Phencyclidine Test Strip / Card

Marijuana (THC) Test Strip / Card

Tricyclic Anti-Depressant (TCA) Test Strip / Card

Ketamine Test Strip / Card

Buprenorphine Test Strip / Card

Oxycodone Test Strip / Card

Propoxyohene Test Strip / Card

Methylphenidate (Ritalin) Test Strip / Card

Fentanyl Test Strip / Card

Clonazepam Test Strip / Card

Cotinine Test Strio / Card

Methaqualone Test Strlp / Card

Synthetic Marijuana (K2) Test Strip / Card

Ethyl Glucuronide (ETG) Test Strip / Card

50

50

50/25

50/25

50/25

50/25

50/25

50/25

50/25

50/25

50/25

50/25

50/25
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50/25
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Multinle Druo Panel Test

74004/74004ˉ TC

74005/74005-TC

74006/74006-TC

74007/74007ˉ TC

74008/74008-TC

74009/74009ˉ TC

74010/74010-TC

74011/74011ˉTC

74012/74012-TC

74053/74053-TC

74054/74054-TC

74045-A

74045-B

74046

74046-lI

74074

DOA-2 Panel, Dip Device / Cassette Device

DOA-3 Panel, Dip Device / Cassette Device

DOA-4 Panel, Dip Device / Cassette Device

DOA-S Panel, Dip Device / Cassette Device

DOA-6 Panel, Dip Device / Cassette Device

DOA-7 Panel, Dip Device / Cassette Device

DOA-8 Panel, Dip Device / Cassette Device 
c

DOA-9 Panel, Dip Device / Cassette Device

DOA-10 Panel, Dip Device i Cassette Device

DOA-'I'l Panel, Dip Device / Cassette Device

DOA-12 Panel Dip Devlce / Cassette Device

Methamphetamine / THC Test Card

Methamphetamine / Opiates Test Card

DOA Panel Test Cup, split type, up to 14 drugs

DOA Panel Test Cup, up to 14 drugs

Saliva DOA-6 Test Card (AMP/BZDICOC/MAMP/OPI/THC)

25

25

25

25

25

25

25

25

25

25

25

25

25

25

25

25



75003

75004

75001

75002

75005

75006

75007

75008

Cardiac Panel Test Card, serum/plasma

(Tnl / CK-MB / Myoglobin)

Cardiac Panel Test Card, serum/plasma/whole blood

(Tnl / CK-MB / Myoglobin)

Troponin I Test Card, serum/plasma

Troponin I Test Card, serum/plasma/whole blood

Myoglobin Test Card, serum/plasma

Myoglobi n Test Card, seru m/plasma/whole blood

CK-MB Test Card, serum/plasma I

CK-MB Test Card, serum/plasma/whole blood
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Alpha Fetoprotein(AFP)Test Card
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CEA Test Card
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73001

73002

73005

73006

73003

73004

HCG Midstream Test

HCG UHne Test Card

HCG serum/U"ne Test Card

HCG UHne Test stHp

LH Midskream Test

LH Urine Test Card

5
5
5
0
5
5

2
2
2
5
2
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HBeAg
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HCV An刂 body
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HCG

FSH
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Visua丨 HCG Pregnancy

Fer"tin
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Progesterone
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76001

76002

Reaqents and Raw Materials

Urine strip, up to 11 parameters

7 Parameter Urine Adulteration Test Strip

Well paired materials and reagents for infectious disease, drugs of abuse, cancer marker and cardiac marker tests to save

your R&D time and cost

Contract services for feasibility study, product development and manufacturing



Product ⅠfⅠCati●
"

LumiQuick presents its products with well designed QuickProfilerM, Quicknostics@and QuickStatus@

packaging. The standard rapid test package contains 25 test cards or 50 test strips. The standard ELISA

and GLIA kit contains 96 tests. The standard Real Time PCR kit contain 96 or 48 tests.

We also provide OEM and private label service for customers. The products can be in finished kit or bulk
package format.

LumiQuick's products are for in-vitro testing for diagnostic, forensic or research use only. All the
products and reagents are warranted until the date of expiration.

Order Information

When you place the order, please include at least the following information.

l,Gomplete shipping address

2.Gomplete billing address

3.Purchase order number

 .Gorrect catalog number, product name and quantity

5.Any special labeling and packaging instructions

6.5hipping instructions

For prompt service, please send your order by email to purchasing@lumiquick.com, fax to 1-408-855-

0063, or contact your sales representative.
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