Date: 30/06/2018

STATEMENT

We, Atlas Medical having a registered office at William James House, Cowley
Road, Cambridge, CB4 OWX, UK assign SRL Sanmedico having a registered
office at A. Corobceanu street 7A, apt. 9, Chisindu MD-2012, Moldova , as
authorized representative in correspondence with the conditions of directive
98/79/EEC.

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

On behalf of the Manufacturer >
General Manager ,w"”w -
Haya Amawi /,w”'

Head Office William James House, Cowley Rd, Cambridge, (B4 OWX, United Kingdom
Tel +44 (0} 1223 858910, Fax: +44 {0} 1223 858524
Middie East Site 1 King Abdullab the Second Industrial Estate, Street 19, Sahab Free Zone Area, 7.0, Box: 204, Amman
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Lloyd’s
Register

Certificate of Approval

This is to certify that the Management System of:

King £
wing

Basem Obaid - Area Operations Manager
Issued By: Lloyd's Register EMEA

for and on behalf of: Lloyd's Register Quality Assurance Limited

s Date: 23 March 2018 Origl

ISO 13485 28 February 2009

Approval Certificate Number: 1ISO 13485 — 0046833

The scope of thns approval IS appllcable to:

s,

UKAS

MANAGEMENT
SYSTEMS

001

Uoyd's Register Group lei\ed, iis affitiates and suhs]d'wcs, including Lioyd's Registcl Quality Assu' ance Lilmied (LP.(]}\)‘ and their rcspechvc nmueus. emph) e 4 5 ihafidy colle@ﬁe}y‘rcmn
N A

clause as
Lloyd's Reg ment or howsn  unless that
person h. a contract vwlh the relevant Lloyd's Register enuty for the provision of this mlomumon or mvm— and in mgnl 5 5 e us 413t )
Issued By: Lloyds Register EMEA, Swefieh, Salah Suhaimat St., Adel Hajarat 8ld No. 17, 2nd floor, Office No. 208, Amman, Jorda i K / ane,
Birmingham B37 7E8, United Kingdom 2 o



niQuick Diagnostics, Inc.

2946 Seet Blvd,, Santa Clara, CAUSTE4, LBA

Date: February 13,2018

LETTER OF AUTHORIZATION

To 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 sir. A. Corobceanu 7A,
apt. 9, Chigindu 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,
/ijW o’ ‘e —oy
e
#*

Charles Yu é’/
President

-




bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

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

Holds Certificate No: FM 574919

and operates a Quality Management System which complies with the requirements of 1SO 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 Sraee

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

"TSEC Recradiied Page: 1 Of 1
CB-MS

©

OCSM
Accredite CON_ i

.making excellence a habit”




Product name Modelnumber
Cardiac Marker Test Devices

CuickProfile Troponin | Serum Test Card TG
CuickProfile Tropoanin 1 Whola Bleod Test Gard rao0g
GuickProfile Cardiae Panel Serum Test Card FRO03
QuickProfile Cardiac Panel Whole Bload Test Card 7H004
CuickProfile Myoglobin Senurn Test card TEOUS
QuickProfile Myoglobin Whole Blood Test Gard :’ i }w

QuickProfile CK-MB Sarum Test Card
OuickProfile CR-MB Whole Blood Test Card

QuickProfile Troponin | Strip ma}&ﬁ
CuickProfile CK-ME Strip 75010
QuickProfile Myoglobin Strip 7501

Name of company Aress S Represe:tative

LumiQuick Diagnostics, Inc. 12946 Scott Blvd, Jeff Wang
Santa Clara, CA
95054

g USA |

Name of company ddrss - Teiephaneﬁemail

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

Device classification

Route to compliance aﬂia Hiei
(Class: Self-Certify Annex Il of IVDD 98/7T9/EC  |ISO 13485:2003
| Council Directive |

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

COMPANY REPRESENTATIVE: Jeff Wang

4 - T R o~
TITLE: Quality Systems Manager SIGNATURE: {}? SLK/Ef

DATE: 28/04/2017 [

£ Deslaration Lellsr, Boargo BURO MowAddrass




YourTrustedPariner

San Diego July 11" 2018

We, ACON Laboratories Inc. having a registered office at 10125 Mesa Rim Road. San Diego, CA 92121, USA
assign SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisinau MD-2012,

Moldova , as authorized representative in correspondence with the conditions of directive 93/42/EEC, 98/79/EEC
and 90/385/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.

ACON reserves the right to cancel this authorization at any time with a one month notice. If this is the case,
ACON will honor any obligation to supply to our representative SanMedico SRL all the products distribution
acquired or in the process of being acquired in Public Price bids and Public Tenders process.

Sincerely,

,ﬁ} Q <
| R AIAL &a /51

Jassy Alvarenga

Account Manager, lntemati%alﬁgg@ww
T

ACON Laboratories

ACON LABORATORIES, INC. © 10125 MESA RIM ROAD ~ SAN DIEGO, CA 92121 : T 858.875.8000
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DAKKS CRT2710 13

Product Service

CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate: Acon Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road
West Lake District
310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Acon Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REPUBLIC OF
CHINA

Certification Mark:

tuv-sud.comips-cert

Scope of Certificate: Design and Development,
Production and Distribution of
In Vitro Diagnostic Test Kits
and Related Instruments,
Lancet and Lancing Device

Applied EN IS0 13486:2012 + AC:2012
Standard{s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(1SO 13485:2003 + Cor. 1:2009)
DIN EN IS0 13485:2012

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentionad
above has sstablished and is maintaining a quality management systerm, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1610619
Valid from: 2016-07-15
Valid until: 2019-07-14

1@%/

Stefan Preift

Date, 2016-07-08

Page 1 of 1 ¢
(| DAKKS

Deutsehs,

TUV SUD Product Service BmhH - Zertifizierstelle - Ridlerstralle 656 - 80339 Minchen - Germany/



Cert N.71117% Cent, NE5TN

SYNTESYS 8 A5 DIRINALDO R, &C

SYNTESYS e e 1o

BH0R7 Z1 SELVE DI TEOLO PD)]

TEL. +39 OMB BDOBREE RA FAX «+35 OH4D 9803867
CODFISCALE PIVA NIREGIMP. PADOVA Q35730B0288
E-PMAL INFORBYNTESYSIT - WEEB WWW SYNTESYSIT

AUTHORIZATION LETTER

We, Syntesys S.A.S. having a registered office at Via G. Galilei 10/3, 35037 Selve di
Teolo - PD - Italy, assign Sanmedico SRL having a registered office at A.Corobceanu str., apt. 9,
Chigindu MD-2012, Moldova , as authorized representative in correspondence with the conditions
of directive 9&79;CL and 93/42/CE.
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.

Teolo, 02.01.2018

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.AS.

PRODOTTI E STRUMENTAZIONE PER ANALIS| DI LABORATORIO - DISPOS ABLEWWA
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THE INTERNATIONAL CERTIFICATION NETWORK

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:
SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)
has implemented and maintains a

Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products. Sale agency of instruments,

reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2018-06-04
First issued on: 2013-06-05
Expires on: 2019-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: IT-83562

Ing. Claudio Provetti

Alex Stoichitoiu
President of IQNET President of CISQ

1QNet Partners™®:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Htaly ‘
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germeany FCAV Brazil 4740k
FONDONORMA Fenezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finfand INTECO Costa Rica f i
IRAM digentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungaery Nemko AS Norvay NS 7
NYCE-SIGE Meéxico PCBC Poland Quality Austria Austria RR Russia ST Israel S1Q Slovenia {5 §
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russio urkey YUR
1QNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAT Inc. R
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THE INTERNATIONAL CERTIFICATION NETWORK

CISQV/ICIM SPA has issued an IQNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)

has implemented and maintains a

Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of

products for laboratory analysis and sanitary products. Sale agency of instruments,

reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

UNI CEI EN ISO 13485:2016

Issued on: 2018-06-04
First issued on; 2014-06-21
Expires on: 2019-06-04

This attestation is directly linked to the IQNet Partner’s original
certificate and shall not be used as a stand-alone document.

Registration Number: [T-93779

Ing. Claudio Provetti
President of I(ONET President 0;‘ ClL ‘3{}

Alex Stoichitoin
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