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, Chisinau 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 eal
General Manager
Haya Amawi

Head Office William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom/ ’
Tel: +44 (0} 1223 B58910, Fax: +44 (() 1223 858524
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Lloyd's
Register

Certificate of Approval

This is to certify that the Management System of:

Atlas Medical

King Abdultah Il Industrial Estate, Street No. 19, Sahab Free Zone Area. Amman, 11512, Jordan

"

has been approved by LRQA to the following standards:
ISO 13485:2003

Basem Obaid - Area Operations Manager
Issued By: Lloyd's Register EMEA
for and on behalf of: Lloyd's Register Quality Assurance Limited

Current Issue Date: 23 March 2018 Original Approvals:

Expiry Date: 31 March 2019 ISO 13485 28 February 2009
Certificate Issue Number: 10067833

Approval Certificate Number: 1ISO 13485 ~ 0046833

The scope of this approval is applicable to:
ISC 13485:2002

Design Manufacturing and Supply of Medical
Diagnostic Reagents and Kits

s

v

UKAS

MANAGEMENT
SYSTEMS
Uayd's Regeter Group Limded, it affiliates and sibsidizries, Induding Uoyd's Register Quality Assurance Limited (LRGA), and their respective officers, smpl y o agents are, N T IING
Lloyd's Repister’ Llayd's Register assumes na responsibiity and shall nal be liable to any person for any loss, damage o expense caused by reflance on the information o advice in this documa i A3 fohifle
person has signed o contract wilh the relevant Lloyd's Register entity lor the provision of this information or advice & in thal case any iesponsibility or Bability s exclusively on the ternes and conditions & L

Issued By: Uoyd's Reglster EMEA, SweSah, Salah Subaimat St Adel Hajarat Bid Ne, 17, 2nd fuor, Office No. 206, Amman, Jardan for and on behall of Llizyd's Regieter Quality Assurance Limited, 1 Trinity Paik;

Binmingham B37 7ES, United Kingdam
z : Pagetoli »



Cert NT111 Cert N 657471

SYNTESYS 5. A5 DIRINALDOR. & C.

VIA G GALILEL 1O /3

35087 Z1 SELVE DI TEOLO PD,

TEL. +39 049 SO03B6E RA. FAX +39 049 95023867
CODFISCALE P.IVA NREG.IMP. PADOVA O3S739502688
E-MAIL INFORSYNTESYS IT - WEE WWW SYNTESYS IT

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,
Chiginau MD-2012, Moldova , as authorized representative in correspondence with the conditions
of directive 98/79/CE 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

S SYNTESYS £.A5

o i ALDo R el

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.AS.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an |QNet 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: 1T-83562

Alex Stoichitoiu

President of IONET

1QNet Partners*:

ALNOR Spain AFNOR Certification France APCER Portugal CCC Cyvprus CI1SQ J)

COC China CQM China CQS Czech Republic Cro Cent Croatia DOS Holding GmbH Germie l d
FONDONORMA Fenezuela [CONTEC Colombia Inspecta Sertifiointi Oy Finland INTECU 08

IRAM Aigentina QA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norval 35
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SI1 Israel SIQ Siienly,

SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE THiSy ¥
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAL

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www ignet-certification.com

V{é&’l—%
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

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:

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: 1T-93779

/ﬁé:z‘;z/:*,_

Alex Stoichitoiu Ing. Claudio Provetti
President of [ONET President of CLS

[QNet Partners*:

AENOR Spain AFNOR Centification Framee APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV
FONDONORMA Venezuela ICONTEC Colombia Inspeetn Sentifiointi Oy Finland INTECO Coster
IRAM Argeniina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norvay NSAIf£/8
NYCE-SIGE Meévica PCBC Poland Quality Austria Austria RR Russia S Tvrael SIQ Siovenialt| =1
SIRIM QAS Intemational Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russicc TSE Turkey (8¢
IQNel is represented in the USA by: AFNOR Cetification, CISO), DQS Holding GmbH and NSAL I




STATEMENT

We, “Technology-Standard” Ltd. having a
registered office at 116/95, Kalinin
Prospekt, Barnaul, 656037, Russia, assign
SRL SANMEDICO having a registered
office at A. Corobceanu street 7A, apt. 9,
Chiginau MD-2012, Moldova, as
authorized representative in
correspondence with the conditions of
directive 98/79/EC.

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

“Tecnology-Standart” Ltd
116[95 Kalinin Prospekt
City of Barnaul, 656037, Russia

SRL SANMEDICO
A. Corobceanu street 7A, apt. 9,
Chisinau MD-2012, Moldova

3ASIBJIEHUE

Me1, OO0 «Texuonorusa-Crangapry,
VIMEIOIIIee 3aperHCTPHPOBAHHbIH O(HC 110
anpecy 116/95, npocnext Kanununa, r.
Bapuayi, 656037, Poccus, nopyuator SRL
SANMEDICO, umerouyro
3apEruCTPUPOBAHHBIN ODHC Ha yiHIe
A.KopoGuany 7A, k8. 9, Kummués MD-
2012, Mounzosa, ObITh B KauecTse
YIOJIHOMOYEHHOTO [IPe/ICTABUTENS B

COOTBETCTBHH C YCIOBUSIMH JHPEKTHUBEI
98/79/EC.

MEp1 3as9B115€M, YTO YIOMSIHYTAS BbILIe
KOMIMaHHs HMEET [IPaBO PErUCTPUPOBATS,
YBEIOMIIATE, OOHOBJISITE HITK
BO30OHOBIISTE PETHCTPALIHIO
MEJMLMHCKIX M3Je]IUH Ha TeppUTOPHH
Pecny®nuxku Mosngosa.

000 Pupma «Texuonorua-Crangapr»
656037 Poccus r.bapuayi,
np-xt Kanuuuna 116/95

SRL SANMEDICO,
r. Kumnnés MD-2012, Monosa
yi1. A.KopoGuany 7A, kB. 9

Jara: 01.12.2017
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i
| Reg. No. 305/Q-054 .

CERTIFICATE

This certifies that the Quality management system for medical devices
of company

«Technology-Standard» LTD

116/95, Kalinin Prospekt, City of Barnaul, 656037
RUSSIA

has been assessed by 3EC International
and found to be in conformance with the following standard:

EN ISO 13485:2016

for the following scope:

DEVELOPMENT, PRODUCTION AND SALES OF DIAGNOSTIC KITS AND
REAGENTS FOR IN VITRO DIAGNOSTICS OF HAEMOSTASIS SYSTEM

Certificate No.: M-0379/18 Date of issuance: July 26th, 2018 Original date of approval: August 5th, 2016

This certificate is valid from July 26th, 2018 to August 4th, 2019 on condition that organization will maintain effective
Quality management system for medical devices. To verify the validity of this certificate please contact our office at: +421 (0)2 5831 8343

This certificate fully supersedes previous cerificate No. M-0379/16 issued on August 5th, 2016.

Issuing office: 3EC International a.s., Hraniéna 18, 821 05 Bralislava, Slovak Republic

Head of Certification Body 3EC International a.s.

Certification body 3EC International a.5. is aceredited by SNAS undar registration number 305/(318 :
certificate No. Q-054 for cedification of Quality management systems lor medical devices. E




3A0 «3K01a6»142530 Mockosckas 06, r.9mekTporopex, ya.Byaenunoro, a.1

e-mail: sekretar@ekolab.ru, Caitr - www.ekolab.ru

Tea: (49643) 3-1374, 3-2311, Paxe (49643) 3-3143

HMHH: 5035025076, KIIIT: 503501001

Bank nomyuarens: ITAQ Coepbank Pocenn r. Mockpa
B Opexoso-3yesckom OCE Ne 1556/063

p/c 40702810040310124002

Kk/e 30101810400000000225

BUK 044525225

21.03.2018

ABTOPUBALIMA TUCTPUBLIOTOPA

3akpeIToe aKunoHepHoe obmectso «IKOmady (Pocenst, 142530, Mockosckas 061,
I.3MeKTpOropexK, yl.Byaennoro, a.1) HacTosmmm MOATBEPkKAaeM , 4to "SANMEDICO”SRL.
(yn. KopoBusny 7A, «s. 9, r. Kumunés, Pecnybmuka Mossosa) ssnsercs Hal M
IKCKINO3NBHBIM  THCTPHBBIOTOPOM B Pecnybnnke Momnnosa n OCYLUECTBIICT YYacTHe ¢
mponykunern 3A0 «DKOnab» s MPOLENYpaxX TOCYNapCTBEHHBIX  3aKyNOK TOBAPOB  Ha
Tepputopnn  PecnyGiuku Monnosa, oT croero mwenn BEJICT TEPeroBOpel, MpeiCTaBIseT
KOMMEPYECKNE NPCATOKEHHS, 3aKTI0YaeT COOTRETCTBYIOWIME IOTOBOPEL, @ TAKIKE OCYIIECTBIsICT
NOCTABKH YKa3aHHOM NPONYKLHH Ha TeppuTopun Pecny6nuku Monmosa,

[onsomouns no HACTOALICMY aBTOPH3ALHOHHOMY TIHCEMY He MOrYT OBITh Tepeaans!

APYTHM MHLAM,

Hacrosmee mucemo neficteiremsho ¢ MOMCHTa ToAnucans w no 31 agexabps 2018r.

Ienepanbubii aupekrop - X )/;‘}v’ Bopucos B.1O.
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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,

ACON LABORATORIES. INC 10125 MESA RIM ROAD  SAN DIEGO. CA anN

Al »ES/S
bll\ _.' _cl‘

) Lo
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CAKZS CRTZ /1014

= ¢ CEPTMOWKAT & CERTIFICADD & CERTIFICAT

[+

ZERTIFIKAT  CERTIFICATE o

=31 =
o/ o

Produc| Service

CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied
Standard(s):

Acon Biotech (Hangzhou) Co., Ltd.
N0.210 Zhenzhong Road

West Lake District

310030 Hangzhou

PEOPLE'S REPUBLIC OF CHINA

Acen Biotech (Hangzhou) Co., Ltd,

N0.210 Zhenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REPUBLIC OF
CHINA

tuv-sud comips-cert

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

EN IS0 13485:2012 + AC:2012

Medical devices - Quality management systems -
Requirements for regulatory purposes

(180 13485:2003 + Cor. 1:2009)

DIN EN ISO 13485:2012

The Certification Body of TUV SUD Product Service GmbH cerlifies that the company mentioned
above has established and is maintaining a quality management system, which maets the

requirements of the listed standard(s). See also notes ovarleaf, ‘
Report No.: SH1610619
Valid from: 2016-07-15
Valid until: 2019-07-14

Date, 2016-07-08

Page 1 of 1

f

Stefan Preilt

TUV SUD Product Service GmbH - Zertifizierstelie - Ridlerstrafie 65 - 80339 Miinch s
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LumiQuick Diagnostics, Inc. o 108
2946 Sean Bivd., Santa Clara, CA 95054, 1Lisa E-mail: info@lunvquick, varm

Weebsite: waww Jumiguick.com

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 SR, having a registered office at str. A. Corobeeanu TA,
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 lerritory of the Republic of Moldova.

This authorization letter is valid until February 28, 2020.

Best regards,

A

Charles Yu
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 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 M J/te—;

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

Page: 1 of 1

..making excellence a habit”

wion, VA 2001 70-6007 LISA




LunuQuick Diagnostics, Ine,

Vii Sy .. it | b AT
G e Bhed Sanin € fan, CA 95054 1ISA i

Declaration of Conformity
PRODUCT IDENTIFICATION s '

[Product name IModel/number

—— - — - et - —— S — ——— —i - -—— ! I— - L A —

| H. Pylori Ab/Ag Test Devices !

'l QuickProfile H. Pylori Anligen Test Card i.f‘ 1020

. QuickProfile H. Pylori Antibady Test Card Whale Blood [ 71024 .
‘ QuickProfile H. Pylori Antibody Test Card-Serum 171046 '
, QuickProfile H. Pylori Antigen Test Strip {71061 !
[ QuickProfile H. Pylori Antibody Serum Test Strip 71064 |
| QuickProfile H. Pylort Antibody WB Test Strip | 71088

| i
|

MANURACTURER" ' LT 5
Name of company |Address Rep
o SR s |Jeff T . |
Santa Clara, CA

195054

ousa R

resentative

1

AUTHORIZED'' ' |
REPRESENTATIVE

Name of company ~ |Address Telephone/email |
'Emergo Europe Prinsessegracht 20 ' +31.70.345.8570 - phone

i {2514 AP |+31.70.346.7299 - fax

I f|The Hague, Netherlands europe@emergogroup.com |
CONFORMITY ' :

ASSESSME!

_'Device ciass:flcatio: Route to compliance Standards applied

Class: Self-Certify Annex Il of IVDD 98/79/EC  1SO 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: ) ) A ,(/L{{_‘_}
DATE: 28/04/2017 .

EC,_ Declaration_Leller_Emergo_E2R0_MawhAddoss

e T R S



