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YourTrustedFPartner

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, Chiginau MD-2012,
Moldova , as authorized representative in correspondence with the conditians 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,

(

Jassy Alvarenga

Account Manager, International Safes -

ACON Laboratories

ACON LABORATORIES, INC. 10125 MESA RIM ROAD  SAN DIEGO, CA 82121 + T
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ZERTIFIKAT @ CERTIFICATE ¢

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:

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

Applied EN ISO 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(1ISO 13485:2003 + Cor. 1:2008)
DIN EN IS0 13485:2012

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, 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
Date, 2016-07-08 %

Stefan Preift
Page 1 of 1

TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrafie 65 - 80339 Minchen -



ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Diego, CA 92121 USA

We, the manufacturer, declare under our sole responsibility that
the in vitro diagnostic device:

Mission U500 Urine Analyzer
Mission U500 Urine Analyzer with Barcode Reader
Mission Urine Analyzer Barcode Reader
Mission Printer Paper Rolls (Sticker/Thermal)
Mission U500 Data Transfer Kit

classified as others of the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex Ili
(excluding Section 6) of the Directive.

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

Signed this _j?__’__ﬁday of M : &‘,é :

in San Diego, CA USA

Qiyi Xie, MD, MPH
Senior Staff, Regulatory Affairs & Clinical Affairs
Acon Laboratories, Inc.

—_—— = =

10125 Mesa Rim Road * San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858) 87
E-mail: info@aconlabs.com
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- Atlas Medical

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, 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.

On behalf of the Manufacturer
General Manager

i

Head Office William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom.
Tel: +44 (0} 1223 858910, Fax: +44 (0) 1223 858524 e
Middle East Site : King Abdullah the Second Industrial Estate, Street 19, Sahab Free Zone Area, P.0. Box: 204, Amman A1512
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LQ Lloyd’s
Register
Certificate of Approval

This is to certify that the Management System of:

Atlas Medical

King Abdullah If 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

Cur(ent Issue Date: 23 March 2018 Original Approvals:
Expiry Date: 31 March 2019 ISO 13485 28 February 2009

Certificate Issue Number: 10067833

Approval Certificate Number: ISO 13485 — 0046833

The scope of this approval is applicable to:
ISO 13485:2003
Design Manufacturing and Supply of Medical
Diagnostic Reagents and Kits

&
ugs

MANAGEMENT
SYSTEMS

001

Lioyd's Register Group Limited. its affiliates and subsidiories, including Loyd's Register Quality Assurance Limited (LRQA), and thiis respective officers. employees of agents are, individu
uwd'lRmhf.umﬁmtnmmnornpemlymmdnmnlwﬁhmporlunhrlnyhu.mp!uuplmmlldwmmmlmrmnnmw'vumhh n df hikan
m«nhuwm-r.ommmmrmwunw-mmonuyrormumnnrwllmrm-sonmemMmmmmuumhu&ﬁvamwmm b"t__m.n 0
ME;:LMG’.MMEME&Swllm.mEuhllmllEl.MolHljlrIlﬁdNe.1?.Zn¢ﬂnot.0llneNo.M.MM.MWMMMW#M“MMMMIUH&I&IT Pk, B

Birmingham B37 7ES, United Kingdom
Page 1 oft



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,
Chisindau 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

Date: 01 ..12.20 17 P
Director: Mr. Ad oo

Signature:

3ASIBJIEHUE

Me1, 000 «Texnonorus-Crannapt,
HMelollee 3aperucCTPUPOBAHHbIN 0dHC N0
anpecy 116/95, npocnext Kanuuuua, r.
Bapnayin, 656037, Poccus, nopy4arotr SRL
SANMEDICO, umerouryo
3aperucTpHpPOBaHHBINA oduc Ha ynule
A Kopo6uany 7A, kB. 9, Kumunés MD-
2012, Monnosa, G6ITh B KauecTBe
YIOJTHOMOYEHHOT0 MPeICTaBUTES B

COOTBETCTBHH C YCJIOBHAMH JUPEKTHBEI
98/79/EC.

ME&i 3asBiIsieM, YTO YIIOMAHYTAs BbILLE
KOMIIaHHSA UMeEeT MPaBO PErHCTPUPOBATH,
yBEIOMJISATh, OOHOBIIATH WITH
BO300HOB/ATH PErHCTPALIUIO
MEJIMLHHCKHX U3JENIMI Ha TePPUTOPUH
PecnyGnuxu Monpnosa.

000 Dupma «Texunonorus-Crangap»

656037 Poccus r.bapuay,

np-kt Kanununa 116/95

SRL SANMEDICO,
r. Kumunés MD-2012, Monnosa
yn. A.Kopobuany 7A, kxB. 9

Hara: 01.12.2017
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SYNTESYS S.A.5. DIRINALDOR. &C,

SYNTESYS VIA &, GALILE!, 10/3
35037 Z.1. SELVE DI TEOLO (PD)

TEL. +39 049 9903866 R A. FAX +35 OMD 5903867

CODFISCALE PIVA NREG IMP. PADOVA 03573950288

E-MAIL INFORSYNTESYS.IT - WEB WWW SYNTESYS.IT

B . \ g
Q Q“w"

Cert. N.T111/4 Cen. N 657411

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

(%Zl SYNTESYS SAS.

DI RINALDO R 2C

O G4

; £ 45030
d ].lff“,', ne 01990384

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.AS.

[ PRODOTTI E STRUMENTAZIONE PER ANALIS| DI LABORATORIO -
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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 - I-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 Ing. Claudio Provetti
President of IQNET President of CISQ.__

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy o
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brd$ifs /

#
fae]

FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rich g

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ire
NYCE-SIGE Meéxico PCBC Poland Quality Austria dustia RR Russia S11 Israel SIQ Slovenia  \:\%

SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey Y QSL' verbi

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc, «.;-. :

0774CM_03_EN

1'

oaticn

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certi
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THE INTERNATIONAL CERTIFICATION NETWOHK

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

-aNet — M
b sl e

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISO. T,

1QNet Partners*:
AENOR Spain AFNOR Certification France APCER Por mgar' CCC Cyprus CISQ ltaly e
CQC China CQM China ( QS Czech Republic Cro Cert C mafra DQS Hoidmg Gth Ger many FCAV BJ qilE §

CISO

IRAM Argentina JQA J’apﬂn KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norwvay NSAI h-el‘l
NYCE-SIGE México PCBC Poland Quality Austria Ausiria RR Russia SII Israel SI1Q Slovenia B\
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbid
IQNet is represented in the USA by: AFNOR Centification, CISQ, DQS Holding GmbH and NSAI Inc. 5

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



