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| EMERGO &) EUROPE 1
24 March 2009

Mr. Jeff Wang

LumiQuick Diagnostics, Inc.
2946 Scott Blvd.

Santa Clara, CA 95054

Dear Mr.Jeff Wang:

| am writing to inform you that today, we have notified by registered mail the Competent
Authority in the following countries:

Austria Bulgaria Cyprus Czech Republic Denmark Estonia
Finland France Germany Greece Hungary Iceland
Ireland ltaly Latvia Liechtenstein Lithuania Luxembourg
Malta The Netherlands Norway Poland Portugal
Romania Slovakia Slovenia Spain Sweden Switzerland

United Kingdom

With this notification, LumiQuick Diagnostics, Inc. has met the requirements of the In-vitro
Diagnostics Directive, 98/79/EC for the following devices:

Adeno/Rota Virus

Cardiac Marker

Dengue IgG/IgM Combo (registered only in Italy and The Netherlands)

Drugs of Abuse

Fecal Occult Blood (registered only in Italy and The Netherlands)

H. Pylori Ab/Ag i

HCG

Legionella (registered only in Italy and The Netherlands) ‘
|
|

LH (registered only in Italy and The Netherlands)
Strep A (registered only in Italy and The Netherlands)

As of today and without any further notice from the respective Competent Authorities,
LumiQuick Diagnostics, Inc. can consider the respective devices and Authorized Representative
as officially registered.

If you have any questions, please do not hesitate to contact me.

Yours sincerely,

Rene van de Zande Digitally signed by Monastirschii Viorica

President & CEO Date: 2022.03.07 16:00:10 EET T
Reason: MoldSign Signature

Emergo Europe Location: Moldova

EmergoEurope.com

Emergo Europe  Molenstraat 15, 2513 BH The Hague, The Netherlands  Telephone: +31.70.345.8570  Fax: +31.70.346.7299




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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Adeno / Rota Virus Test Devices

QuickProfile Rotavirus Antigen Test Card 71029

QuickProfile Adenovirus Antigen Test Card 71032

QuickProfile Adeno/Rota Combo Test Card 71033

QuickProfile Adeno/Rota Test Strip 71051

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Chikungunya Test Devices
QuickProfile Chikungunya IgG/IgM Combo Test Card 71031

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

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

QuickProfile Dengue 1gG/IgM Test Card 71019

QuickProfile Dengue 1gG/IgM Test Strip 71047

QuickProfile Dengue NS1 Antigen Test Card 71066

QuickProfile Dengue NS1 Ag & IgG/IgM Ab Duo Test Card 71087

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \




LumiQuick Diagnostics, Inc. Fax: 408-855-0063
2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com

Declaration of Conformity

PRODUCT IDENTIFICATION
Product name Model/number

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

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Il of IVDD 98/97/EC  ISO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \) \‘}/
DATE: 26/07/2018 \/

EC_Declaration_Letter_Emergo_Drug_E3RO0_Is02016+NewEuRepEmail

Tel: 408-855-0061

Web: www.lumiquick.com



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

ATTACHMENT
1 QuickProfile Saliva Alcohol Test Strip 74001
2 QuickProfile Tramadol Test Card 74002
3 QuickProfile Tramadol Test Strip 74003
4 QuickProfile DOA-2 Panel Test 74004
5 QuickProfile DOA-2 Panel Test Card 74004-TC
6 QuickProfile DOA-3 Panel Test 74005
7 QuickProfile DOA-3 Panel Test Card 74005-TC
8 QuickProfile DOA-4 Panel Test 74006
9 QuickProfile DOA-4 Panel Test Card 74006-TC
10 QuickProfile DOA-5 Panel Test 74007
11 QuickProfile DOA-5 Panel Test Card 74007-TC
12 QuickProfile DOA-6 Panel Test 74008
13 QuickProfile DOA-6 Panel Test Card 74008-TC
14 QuickProfile DOA-7 Panel Test 74009
15 QuickProfile DOA-7 Panel Test Card 74009-TC
16 QuickProfile DOA-8 Panel Test 74010
17 QuickProfile DOA-8 Panel Test Card 74010-TC
18 QuickProfile DOA-9 Panel Test 74011
19 QuickProfile DOA-9 Panel Test Card 74011-TC
20 QuickProfile DOA-10 Panel Test 74012
21 QuickProfile DOA-10 Panel Test Card 74012-TC
22 QuickProfile Amphetamine Test Strip 74013
23 QuickProfile Amphetamine Test Card 74014
24  QuickProfile Barbiturate Test Strip 74015
25 QuickProfile Barbiturate Test Card 74016
26 QuickProfile Benzodiazepine Test Strip 74017
27 QuickProfile Benzodiazepine Test Card 74018
28 QuickProfile Cocaine Test Strip 74019
29 QuickProfile Cocaine Test Card 74020
30 QuickProfile EDDP Test Strip 74021
31 QuickProfile EDDP Test Card 74022
32 QuickProfile MDMA/Ecstasy Test Strip 74023
33 QuickProfile MDMA/Ecstasy Test Card 74024
34 QuickProfile Methadone Test Strip 74025
35 QuickProfile Methadone Test Card 74026
36 QuickProfile Methamphetamine Test Strip 74027
37 QuickProfile Methamphetamine Test Card 74028
38 QuickProfile Morphine Test Strip 74029
39 QuickProfile Morphine Test Card 74030
40 QuickProfile Morphine Test Strip-(2000) 74031
41 QuickProfile Morphine Test Card-(2000) 74032
42 QuickProfile PCP Test Strip 74033
43  QuickProfile PCP Test Card 74034
44 QuickProfile THC Test Strip 74035
45 QuickProfile Saliva THC Test Strip 74035-SAL
46 QuickProfile THC Test Card 74036
47 QuickProfile TCA Test Strip 74037
48 QuickProfile TCA Test Card 74038
49 QuickProfile Ketamine Test Strip 74039
50 QuickProfile Ketamine Test Card 74040
51 QuickProfile Buprenorphine Test Strip 74041
52 QuickProfile Buprenorphine Test Card 74042
53 QuickProfile Oxycodone Test Strip 74043
54 QuickProfile Oxycodone Test Card 74044
55 QuickProfile Drug of Abuse Test Cup 74046
56 QuickProfile Urine Alcohol Test Strip 74049
57 QuickProfile Urine Alcohol Test Card 74050
58 QuickProfile Propoxyphene Test Strip 74051
59 QuickProfile Propoxyphene Test Card 74052
60 QuickProfile DOA-11 Panel Test 74053

EC_Declaration_Letter_Emergo_Drug_E3RO0_Is02016+NewEuRepEmail



Tel: 408-855-0061

LumiQuick Diagnostics, Inc. ~ Fax 408-855-0063
2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com
Web: www.lumiquick.com

61 QuickProfile DOA-11 Panel Test Card 74053-TC
62 QuickProfile DOA-12 Panel Test 74054
63 QuickProfile DOA-12 Panel Test Card 74054-TC
64 QuickProfile Methylphenidate (MPD) Test Strip 74055
65 QuickProfile Methylphenidate (MPD) Test Card 74056
66 QuickProfile Fentanyl Test Strip 74057
67 QuickProfile Fentanyl Test Card 74058
68 QuickProfile Clonazepam (7-ACL) Test Strip 74059
69 QuickProfile Clonazepam (7-ACL) Test Card 74060
70 QuickProfile Cotinine Test Strip 74061
71 QuickProfile Cotinine Test Card 74062
72 QuickProfile K2 Test Strip 74065
73 QuickProfile K2 Test Card 74066
74 QuickProfile Ethyl Glucuronide (EtG) Test Strip 74075
75 QuickProfile Ethyl Glucuronide (EtG) Test Card 74076

INITIAL: /ﬂ\ ).- ﬁk /
26/07/2018  (/

EC_Declaration_Letter_Emergo_Drug_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
FLU A/B Test Devices

QuickProfile Influenza A Antigen Test 71065

QuickProfile Influenza A+B Antigens Test 71067

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Fecal Occult Blood Test Devices

QuickProfile Fecal Occult Blood Test Card 72001

QuickProfile Fecal Occult Blood Test Strip 72006

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
HCG Test Devices

QuickProfile HCG Mid-Stream test 73001

QuickProfile HCG Urine Test Card - 25 mlU/mL 73002

QuickProfile HCG Serum/Urine Test Card 73005

QuickProfile HCG Serum/Urine Test Strip 73011

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
H. Pylori Ab/Ag Test Devices

QuickProfile H. Pylori Antigen Test Card 71020

QuickProfile H. Pylori Antibody Test Card Whole Blood 71024

QuickProfile H. Pylori Antibody Test Card-Serum 71046

QuickProfile H. Pylori Antigen Test Strip 71061

QuickProfile H. Pylori Antibody Serum Test Strip 71064

QuickProfile H. Pylori Antibody WB Test Strip 71086

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Legionella Test Devices

QuickProfile Legionella Test Card 71034

QuickProfile Legionella Test Strip 71035

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
LH Test Devices

QuickProfile LH Mid-Stream test 73003

QuickProfile LH Test Card 73004

QuickProfile LH Test Strip 73007

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Malaria Test Devices

QuickProfile Malaria pf Antigen Test Card 71049

QuickProfile Malaria pf/pv Antigen Test Card 71050

QuickProfile Malaria pan Antigen Test Card 71053

QuickProfile Malaria pf/pan Antigen Test Card 71063

QuickProfile Malaria pan Test Strip 71074

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Cardiac Marker Test Devices
QuickProfile Troponin | Serum Test Card 75001
QuickProfile Troponin | Whole Blood Test Card 75002
QuickProfile Cardiac Panel Serum Test Card 75003
QuickProfile Cardiac Panel Whole Blood Test Card 75004
QuickProfile Myoglobin Serum Test card 75005
QuickProfile Myoglobin Whole Blood Test Card 75006
QuickProfile CK-MB Serum Test Card 75007
QuickProfile CK-MB Whole Blood Test Card 75008
QuickProfile Troponin | Strip 75009
QuickProfile CK-MB Strip 75010
QuickProfile Myoglobin Strip 75011
MANUFACTURER
Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh 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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Salmonella Antigen / Antibody Test

QuickProfile Salmonella typhi Antigen Test Card 71028

QuickProfile Salmonella typhi/paratyphi Antigen Test 71054

QuickProfile Salmonella Typhi IgG/IgM Duo Test 71055

QuickProfile Salmonella Typhi IgG/IgM Combo Test 71055B

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Saliva Drugs of Abuse Test Devices
QuickProfile Saliva DOA-6 Panel Test Card 74074

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \

EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



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

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Strep A Test Devices
QuickProfile Strep A Test Card 71048
QuickProfile Strep A Rapid Test 71048B
QuickProfile Strep A Test Strip 71052

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \
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c . . Tel: 408-855-0061
LumiQuick Diagnostics, Inc. Fax: 408-855-0063

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

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Syphilis Test Devices

QuickProfile Syphilis Test Strip (Serum) 71015

QuickProfile Syphilis Test Card (Whole Blood) 71016

QuickProfile Syphilis Test Card (Serum) 71057

QuickProfile Syphilis Test Strip (Whole Blood) 71077

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
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transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \
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c . . Tel: 408-855-0061
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2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@LumiQuick.com

Web: www.lumiquick.com

Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Vitamin D Test Device
QuickProfile Vitamin D Test Card 83001

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang

TITLE: Quality Systems Manager SIGNATURE: “/ |' \/ (1 \‘.:,/
DATE: 26/07/2018 \
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Declaration of Conformity

PRODUCT IDENTIFICATION

Product name Model/number
Zika 1gG/M Ab and/or NS1 Ag Test Devices

QuickProfile Zika Virus 1gG/IgM Antibody Combo Test 71090

QuickProfile Zika NS1 Antigen Test Card 71093

Name of company Address Representative
LumiQuick Diagnostics, Inc. 2946 Scott Blvd. Chih-Chieh Wang
Santa Clara, CA
95054
USA
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 EmergoEurope@ul.com
CONFORMITY
ASSESSMENT
Device classification Route to compliance Standards applied
Class: Self-Certify Annex Ill of IVDD 98/79/EC SO 13485:2016

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: Chih-Chieh Wang
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EC_Declaration_Letter_Emergo_E3R0_Is02016+NewEuRepEmail



bsi.
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.

(o C_ el C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

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

SCC Accredited
CB-MS

9

OCSM
Accrédité CCN__ ),

..making excellence a habit”

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

Tel: 1-408-855-0061

‘ LumiQuick Diagnostics, Inc. Fax: 1-408-855-0063
N 2946 Scott Blvd., Santa Clara, CA 95054, USA E-mail: info@lumiquick.com
Website: www.lumiquick.com

LETTER OF AUTHORIZATION

We, LumiQuick Diagnostics, Inc., having a registered office at 2946 Scott Blvd, Santa Clara,
CA 95054, USA assign SRL. SANMEDICO, having a registered office at A. Corobceanu
street 7A, apt. 9, Chiginau MD-2012, Moldova, as our 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 letter is valid through December 31, 2023 and will automatically renewed upon the
agreement of both companies. Should you have questions, please contact us.

Best regards,

Charles Yu

President

Date: January 19, 2022

LumiQuick
@ Diagnostics, Inc.
2946 Scott Bivd.
Santa Clara, California 95054 USA
Tel: 1-408-855-0061 info@Ilumiquick.com
Fax: 1-408-855-0063 www.lumiquiciccom
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DIAGNOSTICS, INC.

In Vitro Diagnostic Devices

CATALOG
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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.

LumiQuick Diagnostics, Inc. Tel: 1-408-855-0061
Web: www.lumiquick.com  Movie [{J{Tube) : www.youtube.com/lumiquickinc
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QuickProfile™ Infectious Disease Rapid Test

=

Test Strip

S

HIV 1&l1

71002 HIV 1&1l Test Card 25
71068 HIV 1&Il Tri-line Test Card 25

e L

71003 HBsAg
71004 HBsAg Test Card 25
= 71005 HBsAb Test Strip 50
_imll‘—l_lmis P om 71006 HBsAb Test Card 25
e 71007 HBCAb Test Strip 50
71008 HBcAb Test Card 25
71009 HBeAg Test Strip 50
= 71010 HBeAg Test Card 25
74011 HBeAb Test Strip 50
71012 HBeAb Test Card 25
71013-1 HBV-3 Panel Test Card (HBsAg/HBeAg/HBcADb) 25
71013-2 HBV-3 Panel Test Card (HBsAg/HBsAb/HBcAD) 25
71014 HBV-5 Panel Test Card (HBsAg/HBsAb/HBcAb/HBeAg/HBeADb) 25
71069-1 HBV-2 Panel Test Card (HBsAg/HBsAb) 25

*Customized combination of Panel Test Cards are available.

71027 HCV Antibody Test Strip
71030 HCV Antibody Test Card 25

S

= SR

71015 yphilis Antibody Test Strip

71016 Syphilis Antibody Test Card 25
71045 Chlamydia Test Card 25

Diagnostics, Inc. Tel: 1-408-855-0061

Web: www.lumiquick.com  Movie [[[Tité) : www.youtube.com/lumiquickinc




71019
71066
71087
71028
71054
71055
71055B
71049
71050
71053
71063
71017
71018
71031
71078

71048
71062
71065
71067

Web: www.lumiquick.com

==

Dengue IgG/IgM Combo Test Card
Dengue NS1 Antigen Test Card
Dengue IgG/IgM & NS1 Duo Test Card
S. typhi Antigen Test Card

S. typhi / paratyphi Antigen Test Card
S. typhi IgG/IgM Duo Test Card

S. typhi IgG/IgM 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 IgG/IgM Combo Test Card
Hantavirus IgG/IgM Combo Test Card
Chikungunya IgG/IgM Combo Test Card
Chagas Antibody Test Card

25
25
o
25
25
25
25
25
25
25
25
25
25
25
25

S

H. pylori Stool Antigen Test Card
H. pylori Antibody Test Card
Rotavirus Stool Antigen Test Card

Adenovirus Stool Antigen Test Card

Adeno/Rota Virus Stool Antigen Combo Test Card

e

ry Antigen Test Card

S

Leélonella Pﬁ‘eumonla Urina
Strep A Test Card
Tuberculosis Antibody Test Card

Influenza A (Flu A) Test Card

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

LumiQuick Diagnostics, Inc. Tel: 1-408-855-0061

Movie : www.youtube.com/lumiquickinc

25
25
25
25

25
25
25
25



Cat. No.

74001
74049

74003 / 74002

74013 / 74014
74015/ 74016
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

Web: www.lumiquick.com

Product Name
Saliva Alcohol Test Strip
Urine Alcohol Test Strip

‘ 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 Strip / Card
Methamphetamine Test Strip / Card
Opiate Test Strip / Card (300 ng/ml)
Opiate Test Strip / Card (2000 ng/ml)
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 Strip / Card

~ Methaqualone Test Strip / Card
Synthetic Marijuana (K2) Test Strip / Card
Ethyl Glucuronide (ETG) Test Strip / Card

LumiQuick Diagnostics, Inc. Tel: 1-408-855-0061

Movie [Tube) : www.youtube.com/lumiquickinc

No. Per Kit

50

50

50/ 25
50/25
50125
50 /.25
50 /(25
50/25
50/ 25
50 /25
50./25
50 /.25
502025
50/25
BOMEZS
50 /25
S0:L25
50/25
50/25
50/25
50425
50 /25
5025
50/25
SloLs,
50/25

50/25
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LumiQuick Diagnostics, Inc. Tel: 1-408-855-0061
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74004 / 74004-TC
74005 / 74005-TC

74006 / 74006-TC

74007 / 74007-TC
74008 / 74008-TC

74009 / 74009-TC

74010 / 74010-TC
74011 / 74011-TC

74012/ 74012-TC

74053 / 74053-TC

74054 | 74054-TC

74045-A
74045-B
74046
74046-11
74074

s S

Web: www.lumiquick.com

DOA-2 Panel, Dip Device / Cassette Device
DOA-3 Panel, Dip Device / Cassette Device
DOA-4 Panel, Dip D'evice | Cassette Device
DOA-5 Panel, Dip Device / Cassette Device
DOA-6 Panel, Dip Device / Cassé,tte Device
DOA-7 Panel, Dip Devch‘e | Cassette Device
DOA-8 Panel, Dip Device / Cassette Device
DOA-9 Panel, Dip Device / Cassette Dévice
DOA-10 Panel, Dip Device / Cassette Device
DOA-11 Panel, Dip Device / Cassette Device
: DOA-12 Panel Dip Device / Cassette Device
| Methamphetamine / THC Test Card
Methafhphetémine / 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/BZD/COC/MAMP/OPI/THC)

Movie {({[Tube) : www.youtube.com/lumiquickinc

: Cat. No. Product Name ' No. Per Kit

25
25
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25
25
25
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QuickProfile™ Cardiac

75003

Quici PROFILE™
Cardiac-3

75004
75001

75002
75005
75006
75007
75008

Marker Rapid Test

Cardiac Panel Test Card, serum/plasma

(Tnl / CK-MB / Myoglobin) '

Cardiac Panel Test Card, serum/plasma/whole blood
(Tnl / CK-MB / Myoglobin)

Troponin | Test Card, serum/plasma

Troponin | Test Card, serum/plasma/whole blood
Myoglobin Test Card, serum/plasma

Myoglobin Test Card, serum/plasma/whole blood

CK-MB Test Card, serum/plasma . ¢

CK-MB Test Card, serum/plasma/whole blood

25

25
25

25
25
25
25
25

QuickProfile™ Cancer Ma

Cat. No.
=
72002
S
72009

rker Rapid Test

Product Name

 Fecal OcoultBlood Test Card

Alpha Fetoprotein (AFP) Test Card

 Prostate Specific Antigen (PSA) Test Card

CEA Test Card

QuickProfile™ Fertility Hormone Rapid Test

. Per Kit

25

25

73001
73002
73005
73006
73003
73004

LumiQuick Diagnostics, Inc. Tel: 1-408-855-0061

Web: www.lumiquick.com

HCG Midstream Test

HCG Urine Test Card

HCG Serum/Urine Test Card
HCG Urine Test Strip

LH Midstream Test

LH Urine Test Card

e e e

Movie ({[Tube) : www.youtube.com/lumiquickinc
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" QuickProfile™ ELISA Kits

Cat. No. Product Name : ~ No. Per Kit
78001 HAV-IgM 96
78002 HAV-IgG 96
78003 HBsAg 96
78004 Anti-HBs (HBsAb) 96
78005 HBeAg 96
78006 Anti-HBe (HBeAb) 96
78007 Anti-HBc (HBcAb) 96
78008 Anti-HBc IgM (HBcIgM) 96
78009 HCV Antibody . f. 96
78010 HIV Antibody 96
78011 HEV-IgM 96
78012 HEV-IgG 96
78013 HGV Antibody 96
78014 HTLV 96
78015 Treponema Pallidum (Syphilis) 96
78016 AFP 96
78017 CEA 96
78018 CA125 96
78019 CA 15-3 96
78020 CA19-9 ' 96
78021 PSA 96
78022 Free PSA 96
78023 Free Beta-HCG 96
78024 Beta-2 Microglobulin 96
78025 TSH 96
78026 Ultra-Sensitive TSH 96
78027 N3 : 96
78028 Free T3 96
78029 T4 96
78030 Free T4 96
i 78031 Rubella IgG 96
i 78032 Rubella IgM 96
78033 Toxoplasma IgG 96
78034 Toxoplasma IgM 96
78035 CMV IgG 96

LumiQuick Diagnostics, Inc. Tel: 1-408-855-0061

Web: www.lumiquick.com  Movie : www.youtube.com/lumiquickinc




QuickProfile™ ELISA Kits

Cat. No. Product Name _ : 7 No. Per Kit
78036 CMV IgM 96
78037 HSV I 1gG 96
78038 HSV | IgM 96
78039 HSV Il IgG 96
78040 HSV Il IgM 96
78041 H. pylori IgG, Qualitative 96
78042 H. pylori IgG, Quantitative 96
78043 H. pylori IgM 96
78044 HCG 8 96
78045 FSH 96
78046 LH 96
78047 Prolactin 96
78048 Visual HCG Pregnancy 96
78049 Ferritin ) 96
78050 HGH 96
78051 IgE 96
78052 Estradiol 96
78053 Progesterone 96
78054 Testosterone 96
78055 Troponin | 96
78056 Myoglobin 96
78057 High Sensitivity CRP 96
78058 Tuberculosis IgG 96
78059 HDV IgG 96
78060 HDV IgM 96
78061 HDV Antigen 96
T

LumiQuick Diagnostics, Inc. Tel: 1-408-855-0061
Web: www.lumiquick.com  Movie [{l[Tie) : www.youtube.com/lumiquickinc




Quicknostics® Molecular Diagnostic Kits

Product Name No. Per Kit
_ HPV, high risk, isothermal real time ~~ 96/48
82002 HPV, high risk, isothermal real time with simultaneous 96/48

genotypmg HPV 16 and 18
;82003":‘ ~ HPV, hlgh risk, asothermal real tlme genotypmg all15,k ~ . ;’4%/48'; .

PV Multiplex Fluorcscent Assay P -
prem— ; .- hlgh nskHPV . , . : .
82004 HPV, hlgh risk, real time PCR 96/48
. 82005 . - HPV htgh nsk real time PCR with simultaneous genotypmg : 19:6/483
HPV 16 and 18 96/48
= 82006 : = HPV hlgh rlsk real tlme PCR genotypmg all 15 hlgh riskHPV 96/48
82007 Chlamydia trachomatis, real time PCR o 96/48
82008 :if"CIostrldlum difficile real time PCR E — - 96/48
82009 Coxiella burnetii, real time PCR | 96/48
82010 Mycoplesmapneumonia,realtmePCR %648
82011 | kN'eisseria gonorrhhoeae, real time PCR 96/48
- 82012 - Yessinia p‘est\i“s,; ‘rék“alkwﬁméPCR,ﬁ“iz - - ‘ “96[48 ~
82013 | H‘Bacnlus Anthracis, real time PCR | 96/48
'~ ~' 82014 ; = Francxsel!a tularren3|s real time PCR = k , . 9‘6]/428"" '
82015 ’ Haemophllus real time PCR 96/48
8201,61 ~Leg|onella real time PCR . - - ’ 96/48
82’(’)17 ’ Listeria, real time PCR 96/48 ‘
“Hp0ts - GaimonalaealtimePOR e 96/48
’.82019 | Staphylococcus, real time PCR 96/48’
- 82(‘)20;5‘ - ‘Streptococcus real trme PCR - . 96/48  
82021 : Trichomonas vaginalis, real tlme PCR k’ -

'QuickProi’ileT"’I Urine Strip

Ccn‘N0 - product Ncme . - .‘ . PerKn ,
76001 Urine strip, up to 11 parameters 100
76002 7 Parameter Urine Adulteration Test Strip 25

Reagents and Raw Materials

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

s —— =

LumiQuick Diagnostics, Inc. Tel: 1-408-855-0061

Web: www.lumiquick.com  Movie {[JTit) : www.youtube.com/lumiquickinc




Product Specification & Order Information

LumiQuick presents its products with well designed QuickProfile™, Quicknostics® and QuickStatus®
packaging. The standard rapid test package contains 25 test cards or 50 test strips. The standard ELISA
and CLIA 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.

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

1.Complete shipping address

2.Complete billing address

3.Purchase order number

4.Correct catalog number, product name and quantity
5.Any special labeling and packaging instructions

6.Shipping 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.

All orders are E.X.W from our factories. Freight charges and insurance charges are the responsibility of

the customer.

s — m— = e e e

LumiQuick Diagnostics, Inc. Tel: 1-408-855-0061

Web: www.lumiquick.com  Movie [JTube) : www.youtube.com/lumiquickinc




Questions? Please contact us at

info@lumiquick.com
Or, your local agent

2946 Scott Biv,

Santa Clara, California

95054 USA
www.LumiQuick.com

www.youtube.com/lumiguickinc

For Authorized Distributors Use

Negative
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