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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 med cal 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,

MM AIAAS &L j

Jassy Alvarenga

ACON LABORATORIES, INC. © 10125 MESA RIM ROAD ~ SAN DIEGO, CA 92121 + T 858.875.8000 F 858.875. 0408 %
o)
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Product Service

CERTIFICATE

No. Q1N 16 0542074 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:

Swy-nud.comips-cerl

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

Sta ndard(s): Medical devices - Quality management systems -
Requirements for reguiatory purposes
(1SO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

The Certification Body of TUV SUD Product Service GmbH cerifies that the company mentioned
above has established and is maintaining a quality management system, which maets the
requirements of the listed standard(s). See alsc notes overleal,

Report No.: SH1610619
Valid from; 2016-07-15
Valid until: 2019.07-14

Date, 2016-07-08 M

Slefan Prelf

Paga 1 0of 1

TUV SUD Product Service GmbH - Zertifizierstelle  Ridlerstrafle 65 - 80339 Miincken « Germany



Declaration of Conformity

ACON Laboratories, Incorporated
10125 Mesa Rim Road

San Diego, CA 92121 USA

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

Foresight HSV 1 IgG EIA Test Kit
Foresight HSV 2 1gG EIA Test Kit
Foresight HSV 1/2 IgG EIA Test Kit
Foresight HSV 1 IgM ElATest Kit
Foresight HSV 2 IgM EIA Test Kit
Foresight HSV 1/2 IgM EIA Test 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 llI
(excluding Section 6) of the Directive.

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

20175

7 A
Signed this g day of Gl ;
in San Diego, CA USA

QmXeMDMPH
Senior Staff, Regulatory Affairs
ACON Laboratories, Inc.

10125 Mesa Rim Road - San Diego, CA 92121 + USA -Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com




Declaration of Conformity

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

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

Foresight CMV |gG EIA Test Kit
Foresight CMV IgM EIA Test Kit

classified as List B in Annex |l 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 declaration is according to Annex |V of the Directive
and thus is based on approval by the notified body
TUV SUD Product Service GmbH,

Ridlerstralle 65,

80339 MUNCHEN, Germany,
notified under No. 0123 to the EC Commission.

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

Signed this [ {f day of _ﬂ/l-m'?f«jr E0 L

in San Diego, CA USA
,,,,,,,, Dlly———
Féiyi Xie, MD, MPH

Senior Staff, Regulatory Affairs & Clinical Affairs
Acon Laborataries, Inc.

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail; info@aconlabs.com




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,
Chisinau 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

3ASIBJIEHHUE

Me1, OO0 «Texnonorug-Cranuapm,
MMEIOILEe 3aPeruCTPUPOBAHHBIH 0uC 110
anpecy 116/95, npocnext KanuuuHa, T.
Bapuayi, 656037, Poccus, nopyqator SRL
SANMEDICO, umeroutyo
3aperuCTPUPOBAHHBIN 0(HC HA YIHIE
A.Kopobuany 7A, ks. 9, Kumnués MD-
2012, MonoBa, ObITh B KAYECTBE
YIOJTHOMOYEHHOIO [Pe/ICTaBUTEIs B

COOTBETCTBHH C YCJIOBHUSIMH JINPCKTHUBBI
98/79/EC.

Mpl 3as1BIIsIeM, 9TO YIIOMAHYTasd BbILLE
KOMIIAHHS HMEET [IPaBO PerucTpUpOBaTh,
YBEIOMIISITh, OOHOBJISATH UITH
BO300HOBIISITH PErUCTPALIUIO
MEeJIMIIMHCKUX M3eNIUI Ha TEpPUTOPHUH
Pecny6aukn Monnosa.

00O ®upma «Texnonorus-Cranaapm
656037 Poccus r.bapnayii,
np-kt Kanununa 116/95

SRL SANMEDICO,
r. Kummnés MD-2012, Monjiosa
yi1. A.KopoGuany 7A, k8. 9

Hara: 01.12.2017




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 lo 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 Augus! 5th, 2016.

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

{;p . Katarina Tomin Srdosova
Head of Centification Body 3EC International a.s.

Certification body 3EC International a.s. is accredited by SNAS under regisiration number 305/¢s
cantificale No. Q-084 for certification of Quality management systems for medical devices
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Cen N7 Cert. N B5T4N

SYNTESYS S.AS5 DIRINALDOR. & C.

VIA G GALILELO/3

35037 Z | SELVE DI TEQLO PD,

TEL. +39 049 9903866 R.A FAX +35 049 5903867
CODFISCALE R.IVA NREGIMP, PADOVA DI5739502688
E-MAIL INFORSYNTESYS IT - WEB 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,
Chisinau 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

£ ERe AL 7108

Rinaldo Ruggero
CEQ and Legal Representative
SYNTESYS S.AS.
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THE INTEF{NATIONAL CEHTIF!CATION 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:

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 Pariner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-83562

Alex Sroichitoiu Ing. Claudio Provetti
President of IQNET President {:f(“f'i

IINet Partners*:
AENOR Spain AFNOR Certification France APCER Pormgal CCC Cyprus CISQ lialy /
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH German: FCAV/H Ho©
FONDONORMA #eneziela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costalflad
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hingary Nemko AS Norvay NSA|
NYCE-SIGE Mexico PCBC Poland Quality Austria Austria RR Russia S11 Israel SIQ Slovenids
SIRIM QAS International Malaysra SQS Switzerland SRAC Romania TEST 8t Petersburg Russia TSE Turke \, b
[QNet is represented in the USA by: AFNOR Certification, CISQ, DQS Helding GmbH and NSAI I¥

0774CM_03_EN



THE lNTERNATIONAL 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: IT-93779

Alex Stoichitoiu p— Ing. Claudio Provetti
President of [ONET President of CISQ

1QNet Partners®:

AENOR Spain AFNOR Centification France APCER Portigal CCC Cypras CISQ ltaly / deides ]
CQC China COM China CQS Czech Republic Cro Cert Croatio DQS Holding GmbH Germany FCAV BYeut#0 Rq

FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costu RIS F,

IRAM drgenting JQA Japan KFQ Korea MIRTEC Greece MSZT Himgary Nemko AS Norvay NSAL fi48

NYCE-SIGE Mevica PCBC Poland Quality Austria Austria RR Russia SI lsrael S1Q Sloveniali
SIRIM QAS International Molaysia SQS Switzerland SRAC Romeania TEST 5t Petersburg Russia TSE Turkeyd
IQNel is represented in the USA by: AFNOR Certification, CISQ, DOS Holding GmbH and NSAI




