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LumiQuick Diagnostics, Inc. Eaxe
(154, Lisa Emaul: info@lum

2940 Seon Bivl, Sant o A
Website: www. lumiguick.com

Date: February 13,2018

LETTER OF AUTHORIZATION

I'o whom it may concern:

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

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

This authorization letter is valid until February 28, 2020,

Best regards,

/ .
P o
P
Charles Yu
President

Digitally signed by Rodnitchii Andrei
Date: 2019.06.12 14:19:07 EEST
Reason: MoldSign Signature
Location: Moldova




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.

S S

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2011-10-20 Effective Date: 2017-10-20
Latest Revision Date: 2018-11-21 Expiry Date: 2020-10-19
. ~SEE Kereand Page: 1 of 1
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Declaratlon of Conformlty
RRODUCT IDENTIFICATION |

Froduct name Modei!number
Legionella Test Devices

QuickProfile Legionella Test Card 71034
QuickProfile Legionglla Tes| Strp 71035
|
|
MANUFACTURER

iName of company Address Representatwe
LumiQuick Dlagﬁashcs Inc. 2946 Scott Blvd. Jeff Wang
Santa Clara, CA
95054
[USA

Name of company |Address Telephone/email

Emergo Europe | Prinsessegracht 20 +31.70.345.8570 - phone
12514 AP +31.70.346.7299 - fax
| The Hague, Netherlands europe@emergogroup.com

Device classification Route to compliance Standards applied

Cldss Sel-Certify ~ |Annex il of IVDD 98/79/EC  ISO 13485:2003 |
= Council Directive

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

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager SIGNATURE: \f Z k C {L/ .
DATE: 28/04/2017

EC Dedaration Leter Fmergo E2RO NewAddross



Declaratlon of Conform!ty
[RRODUCT IDENTIFICATION

Product name Model/number
| Cardiac Marker Tes! Devices

QuickProfile Troponin | Serum Test Card 75001
QuickProfite Troponin | Whole Blood Test Card 'S
QuickProfile Cardiac Panel Serum Test Card

QuickProfile Cardiac Panel Whote Blood Test Card 75004
QuickProfile Myogiobin Serum Test card 75005
QuickProfile Myoglobin Whole Blood Test Gard 75008
QuickProfile CK-MB Serum Test Card 75007
QuickProfile CK-MB Whole Biood Test Card 75008
QuickProfile Troponin | Strip 75009
QuickProfile CK-MB Strip 75010
QuickProfile Myoglobin Strip 75011
|
ANUFACTURER |
Name of compa ny Address Representative
LumiQuick Diagnostics, Inc. 12946 Scott Blvd. Jeff Wang
|Santa Clara, CA
95054
USA

Name of company Address Telephone/email

Emergo Europe Prinsessegracht 20 +31.70.345.8570 - phone
12514 AP +31.70.346.7299 - fax
; The Hague, Netherlands europa2@emergogroup.com

E- NFORMITY.

Device classification Route to com pliance Standards applied

Class: Self-Certify ~ /Annex|il of IVDD 98/79/EC  |ISO 13485:22003 |
' ‘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 G8/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

N % e &
TITLE: Quality Systems Manager SIGNATURE: 7 l L(?{
DATE: 28/04/2017 '

EC, Declaration_Letler Emergo F2RO_NewAddress



Declaration of Conformity

[PRODUCT IDENTIFICATION ;
Product name Model/number
I Fecal Occult Blood Test Devices .
QuickProfile Fecal Oceult Blood Test Card 72001
QuickProfile Fecal Occult Blood Test Strip 72008 |

[MANUFACTURER | | _ _

Name of company Address Representative ’

LumiQuick Diagnostics, Inc. |294{5 Scott B'lv.d. ] Jeff V/ang .
|Santa Clara. CA |
195054

USA

HORIZED
RESENTATIVE

AU
RE

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 europe@emergogroup.com

Device classification |[Route to compliance Standards applied
Class: Self-Certify IAnnex Ill of IVDD 98/79/EC SO 134852003

: Council Directive

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

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager SIGNATURE: ) L L,( &CW)
DATE: 28/04/2017 '

EC_Declaration Letler, Emergo_E2R0_NewAddress



Declaratlon of Conformlty

[PRODUCT IDENTIFICATION | _ ]
Product name Model!number l
H Pylori AblAg Test Devices I

QuickProfile H Pylon Anligen Test Card 71020

CQuickProfile H Pylon Antibody Test Gard Whole Blood 71024

QuickProfile H Pylor Antibody Test Card-Serum 710486

QuickPrafile H. Pylori Antigen Test Strip 71061

GuickProfile H Pylori Antibody Serum Test Strip /1064

QuickProfile H. Pylori Antibody WE Test Strip 71088
[MANUFACTURER

Name of company Address Representative

LumiQuick Diagnostics, Inc. 2946 Scotl de Jeff Wang ' B ,
Santa Clara, CA I
195054
|USA . |

Name of company [Address 'TeEephoneIemall
Emergo Europe | ?Pl'insessegracht 20 +31.70.345.8570 - phone _
12514 AP +31.70.346.7299 - fax
| The Hague, Netherlands europe@emergogroup.com
ONFORMITY
SESSMENT
Device classification Route to compliance Standards applied

Class: Self-Certify IAnnex |1l of IVDD 98/79/EC  1SO 13485-2003
Council Directive

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

COMPANY REPRESENTATIVE: Jeff Wang

55 WAL
TITLE: Quality Systems Manager SIGNATURE: \>L (-:(/w[f_)
DATE: 28/04/2017 ’

EC Dedaration | eller Emergo F2R0_NowAddress



Declaration of Conformity
[PRODUCT IDENTIFICATION & o

| .
Product name Mode!//number
| Syphilis Test Devices

QuickProfile Syphilis Test Strip (Serum) 71015

QuickProfile Syphilis Test Card (Whole Blood) ' 71016

QuickProfile Syphilis Test Card (Serum) 71057

JuickProfile Syphilis Test Strip (Whole Blood) 71077

MANUFACTURER | |
Name of company ]Address Representative

jLu-’niQuick Diagnostics, Inc. 2946 Scott Blvd. Jeff .Wané """""

|Santa Clara, CA
195054
|USA

THORIZED
EPRESENTATIVE

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 leurope@emergogroup.com

- AT
E-— ESSMENT

Device classification
Class: Self-Certify

Route to compliance ‘Standards applied

Annex IIl of IVDD 98/79/EC  1SO 12485:2003
Council Directive

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

COMPANY REPRESENTATIVE: Jeff Wang

ey o T
TITLE: Quality Systems Manager SIGNATURE: ) 7 Z ‘ L,' t)i/, )
DATE: 28/04/2017

EC_Leclaration Letter_Fmedo_E2IR0 NewAddrass
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