
























 

 

English Translation Version  

 

On [DATE] we received your notification according to article 4 in-vitro diagnostics, under the name 
LumiQuick Diagnostics, with the European Representative Emergo Europe, put out into the European 
market the below mentioned products. 

This product has been registered as an in-vitro diagnostic with the number: 

[APPLICABLE PRODUCTS] 

Herewith you will have fulfilled your obligations under Article 4.  

For future correspondence concerning the above mentioned product we kindly request you to use 
this number. No rights can be derived from this number; its sole purpose is to simplify the 
administrative side of the notification. 

The registration of the above product as a medical device APPLICABLE PRODUCTS according to the 
requirements with the European Directive 98/79/EC is subject to possible revisions of the European 
law concerning the classification of medical devices and to advanced scientific understanding (see 
art. 10 of the European Directive 98/79/EC).  

Notification of medical devices implies that LumiQuick Diagnostics has applied the CE conformity 
marking on the corresponding product before bringing it out into the EU-member state market. 
Consequently, Emergo Europe guarantees that the medical device meets the essential requirements 
as stated in the Guideline and the Decision. 

To complete this, we would like to point out that a medical device must comply with the demands of 
the Decision Medical Devices. This Decision is based upon in-vitro diagnostics 98/79/EC and the legal 
text requirements for The Netherlands. We especially would like to point out the language 
requirement as required in The Netherlands, the requirements for keeping at our disposal the 
technical documentation and the obligation to having a Post Marketing Surveillance and vigilance 
system. 

Finally, I note that with your notification - the administrative notification as manufacturer - and this 
letter there is no judgment on an opinion on the status or classification of the in vitro diagnostic 
product for the purposes of this Law and regulations. Where appropriate IGZ, responsible for 
monitoring the compliance by or pursuant to the law, can take a position on the status of a product 
which, according to settled case law ultimately for the national court to determine whether a 
product falls within the definition of an in vitro diagnostic product. 
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26 November 2013 
 
Jeff Wang 
LumiQuick Diagnostics, Inc. 
2946 Scott Blvd. 
Santa Clara, CA 95054 
USA 
 
Dear Jeff: 
 
I am writing to inform you that today, we have notified the Competent Authority in the following 
countries: 
 

 The Netherlands  
 
With this notification, LumiQuick Diagnostics, Inc. has met the requirements of the In-vitro Diagnostics 
Directive, 98/79/EC for the devices listed on the following pages. 
 
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 
President & CEO 
Emergo Europe 
 
 
 
 
 
 
 
 

tel:+31 (0)70 345 8570
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Product List 
 

QuickProfile Rotavirus Antigen Test Card 

QuickProfile Adenovirus Antigen Test Card 

QuickProfile Adeno/Rota Combo Test Card 

QuickProfile Adeno/Rota Combo Test Strip 

QuickProfile Troponin I Serum Test Card 

QuickProfile Tn I Whole Blood Test Card 

QuickProfile Cardiac Panel Serum Test Card 

QuickProfile Cardiac Panel Whole Blood Test Card 

QuickProfile Myo Serum Test Card 

QuickProfile MyO Whole Blood  Test Card 

QuickProfile CK-MB Serum Test Card 

QuickProfile CK-MB Whole Blood Test Card 

QuickProfile Troponin I Test Strip 

QuickProfile CK-MB Test Strip 

QuickProfile MyO Test Strip 

QuickProfile Dengue IgG/IgM Test Card 

QuickProfile Dengue IgG/IgM Test Strip 

QuickProfile Dengue NS1 Antigen Test Card 

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

QuickProfile Saliva Alcohol Test Strip 

QuickProfile Tramadol Test Card 

QuickProfile Tramadol Test Strip 

QuickProfile DOA-2 Panel Test 

QuickProfile DOA-2 Panel Test Card 

QuickProfile DOA-3 Panel Test 

QuickProfile DOA-3 Panel Test Card 

QuickProfile DOA-4 Panel Test 

QuickProfile DOA-4 Panel Test Card 

QuickProfile DOA-5 Panel Test 

QuickProfile DOA-5 Panel Test Card 

QuickProfile DOA-6 Panel Test 

QuickProfile DOA-6 Panel Test Card 

QuickProfile DOA-7 Panel Test 

QuickProfile DOA-7 Panel Test Card 

QuickProfile DOA-8 Panel Test 

tel:+31 (0)70 345 8570
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QuickProfile DOA-8 Panel Test Card 

QuickProfile DOA-9 Panel Test 

QuickProfile DOA-9 Panel Test Card 

QuickProfile DOA-10 Panel Test 

QuickProfile DOA-10 Panel Test Card 

QuickProfile Amphetamine Test Strip 

QuickProfile Amphetamine Test Card 

QuickProfile Barbiturate Test Strip 

QuickProfile Barbiturate Test Card 

QuickProfile Benzodiazepine Test Strip 

QuickProfile Benzodiazepine Test Card 

QuickProfile Cocaine Test Strip 

QuickProfile Cocaine Test Card 

QuickProfile EDDP Test Strip 

QuickProfile EDDP Test Card 

QuickProfile MDMA/Ecstasy Test Strip 

QuickProfile MDMA/Ecstasy Test Card 

QuickProfile Methadone Test Strip 

QuickProfile Methadone Test Card 

QuickProfile Methamphetamine Test Strip 

QuickProfile Methamphetamine Test Card 

QuickProfile Morphine Test Strip 

QuickProfile Morphine Test Card 

QuickProfile Morphine Test Strip –(2000) 

QuickProfile Morphine Test Card – (2000) 

QuickProfile PCP Test Strip 

QuickProfile PCP Test Card 

QuickProfile THC Test Strip 

QuickProfile THC Test Card 

QuickProfile TCA Strip 

QuickProfile TCA Test Card 

QuickProfile Ketamine Test Strip 

QuickProfile Ketamine Test Card 

QuickProfile Buprenorphine Test Strip  

QuickProfile Buprenorphine Test Card 

QuickProfile Oxycodone Test Strip 

QuickProfile Oxycodone Test Card 

tel:+31 (0)70 345 8570
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QuickProfile Drug of Abuse Test Cup 

QuickProfile Drug of Abuse Test Cup - CYND 

QuickProfile Urine Alcohol Test Strip 

QuickProfile Urine Alcohol Test Card 

QuickProfile Propoxyphene Test Strip 

QuickProfile Propoxyphene Test Card  

QuickProfile DOA-11 Panel Test 

QuickProfile DOA-11 Panel Test Card 

QuickProfile DOA-12 Panel Test 

QuickProfile DOA-12 Panel Test Card 

QuickProfile Methylphenidate (MPD) Test Strip 

QuickProfile Methylphenidate (MPD) Test Card 

QuickProfile Fentanyl Test Strip 

QuickProfile Fentanyl Test Card 

QuickProfile Clonazepam Strip 

QuickProfile Clonazepam Test Card 

QuickProfile Cotinine Test Strip 

QuickProfile Cotinine Test Card 

QuickProfile K2 Test Strip 

QuickProfile K2 Test Card 

QuickProfile Influenza A Antigen Test 

QuickProfile Influenza A+B Antigens Test 

QuickProfile Fecal Occult Blood Test Card 

QuickProfile Fecal Occult Blood Test Strip 

QuickProfile HCG Mid-Stream Test 

QuickProfile HCG Urine Test Card  

QuickProfile HCG Serum/Urine Test Card 

QuickProfile HCG Serum/Urine Test Strip 

QuickProfile H. Pylori Antigen Test Card 

QuickProfile H. Pylori Antibody Test Card – Whole Blood 

QuickProfile H. Pylori Antibody Test Card - Serum 

QuickProfile Legionella Test Card 

QuickProfile Legionella Test Strip 

QuickProfile LH Mid-Stream Test 

QuickProfile LH Test Card 

QuickProfile LH Test Strip 

QuickProfile Malaria pf Antigen Test Card 

tel:+31 (0)70 345 8570
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QuickProfile Malaria pf/pv Antigen Test Card 

QuickProfile Malaria pan Antigen Test Card 

QuickProfile Malaria pf/pan Antigen Test Card 

QuickProfile Malaria pf Test Strip 

QuickProfile Strep A Test Card 

QuickProfile Strep A Test Strip 

QuickProfile Syphilis Test Strip (Serum) 

QuickProfile Syphilis Test Card (WB) 

QuickProfile Syphilis Test Card (Serum) 

QuickProfile Syphilis Test Strip (WB) 

QuickProfile Salmonella typhi Antigen Test Card 

QuickProfile Salmonella typhi/paratyphi Antigen Test 

QuickProfile Typhi IgG/IgM Duo Test 
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23 October 2017 

 

Mr. Jeff Wang 

LumiQuick Diagnostics, Inc. 

2946 Scott Blvd. 

Santa Clara, CA 95054 

USA 

 

 

Dear Jeff: 

 

I am writing to inform you we have notified the Competent Authority in the following countries: 

 

 The Netherlands* 
 

With this notification, LumiQuick Diagnostics, Inc. has met the requirements of the In-vitro Diagnostics 

Directive, 98/79/EC for the following devices: 

 

 QuickProfile Ethyl Glucuronide (EtG) Test Strip 

 QuickProfile Ethyl Glucuronide (EtG) Test card 

 

As of today and without any further notice from the respective Competent Authorities, LumiQuick 

Diagnostics, Inc. can consider the respective devices as officially notified. 

 

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

 

Yours sincerely, 

 

   
 

Rene van de Zande 

Director 

Emergo Europe 

 

tel:+31 (0)70 345 8570
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* Self-Certify/Other IVD notification in The Netherlands with the Dutch Healthcare Inspectorate (IGZ) grants you access to: Austria, 

Bulgaria, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, 

Liechtenstein, Lithuania, Luxembourg, Malta, The Netherlands, Norway, Poland, Portugal, Romania, Spain, Slovakia, Slovenia, 

Switzerland, Sweden, and the United Kingdom. 

 
After notification in the Netherlands, the following countries still require additional notification for Self-Certify/Other: Belgium and 
Croatia. Please let us know if  LumiQuick Diagnostics, Inc. will require notification in any of the additional countries.  
   
* List A, List B and Self-Test IVD notification in The Netherlands with the Dutch Healthcare Inspectorate (IGZ) grants you access to: 

Austria, Bulgaria, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, 

Liechtenstein, Lithuania, Luxembourg, Malta, The Netherlands, Norway, Poland, Slovakia, Slovenia, Sweden, Switzerland, and the 

United Kingdom. 

 

After notification in the Netherlands, the following 8 countries still require additional notification for higher IVDs: Belgium, Croatia, 

Italy, Latvia, Portugal, Romania, and Spain. Please let us know if  LumiQuick Diagnostics, Inc. will require notification in any of the 

additional countries.  
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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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