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YourTrustedPartner

San Diego July 11", 2018

We, ACON Laboratories Inc. having a registered office at 10125 Mesa F*im Road. San Diego, CA 92121, USA

assign SRL Sanmedico having a registered office at A. Corobceanu stréfat 7A, apt. 9
Moldova , as authorized representative in correspondence with the conditions of dire

and 90/385/EEC.

We declare that the company mentioned above is authorized to register
of medical devices on the territory of the Republic of Moldova.

ACON reserves the right to cancel this authorization at any time with a ane month n¢
ACON will honor any obligation to supply to our representative SanMedico SRL all t

Chiginau MD-2012,
ctive 93/42/EEC, 98/79/EEC

notify, renew or modify the registration

ptice. If this is the case,
he products distribution

acquired or in the process of being acquired in Public Price bids and Ptﬂ‘blic Tenders process.

Sincerely,

Jassy Alvarenga

Account Manager, International Sat

ACON Laboratories

ACON LABORATORIES, INC. * 10125 MESA RIM ROAD ~ SAN DIEGO, CA 9212
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CERTIFICATE |

No. Q1N 16 05 42074 027 |

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied
Standard(s):

The Certification Body of TUV SUD Product Service GmbH certifi
above has established and is maintaining a quality management gystem, which
requirements of the listed standard(s). See also notes overleaf. |

Report No.:

Valid from:
Valid until;

Date, 2016-07-08

Page 1 of 1

Acon Biotech (Hangghou) Co.
No.210 Zhenzhong Road

West |ake District

310030 Hangzhou

PEOPLE'S REPUBLIC OF CHINA

Acon Biotech (Hangzhou) Co‘.\Ltd‘

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

|
[
tuv-sud.comips-cert ;

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

EN ISO 13485:2012 + AC:201
Medical devices - Quality management syste
Requirements for regulatory purposes
(1SO 13485:2003 + Cor, 1:2008)

DIN EN ISO 13485:2012 1

s that the con

Product Service

Ltd.

=

npany mentioned
meets the

SH1610619

2016-07-15
2019-07-14

4

Stefan Preil

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinc

{( DAKKS

Deutsche
Sikend sig it




This self-declaration is accordin
(excluding Section 6) of the

Medical Device Safety Se

Foresight® TSH EIA Test Kit

m)éets all the provisions of the directive
{ diagnostic medical devices whic

4
Authorized Representz g%
ice

Schiffgraben 41
30175 Hann v

Signed this 0 day of [Uvember , o201 %

in San Diego, CA USA

E ,."“J
10125 Mesa Rim Road + San Diego, CA 92121 - USA *Tel: (858) 875-8000 * Fax: (85887

E-mail: info@aconlabs.com

;BI79/EC

3 to Ann ex:;f;lll"‘
1
|
|

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

on in vitro !
apply to it

irective

L ¥

Inc.




ACON Laboratories, IncorQorated
10125 Mesa Rim Road
San Dlego CA,".92121 U TA

We declare under ‘ur sole responslblllty that he in vst

‘ tq diagnostic
device: ‘ : ‘

Foresight Total T3 EIA Test Kit

classified as others of the directivé 98/79/E(

L4

_meets all the provisions of the directive 96/79IEC o
diagnostic medical devices which apply to jt

in vitro

This self-declaration is according to Ann );xl’fll
(excluding Section 6) of the D‘irectiv\e,;;\;

i

foo
i i
‘

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

Slgned this 96 day of A"\M , &9(%‘

in San Dlego CA USA ‘ t

Sae ORI R TR S

Qlyl Xie, MD, MPH
Senlor Staff, Regulatory Affairs
'ACON Laboratories, Inc.

G e s

10125 Mesa Rim Road + San Diego, CA 92121 - USA -Tel: (858) 875-@000 Fax: (8%
E-mail: info@aconlabs.com ‘




ACON Laboratories, Incord)orated
10125 Mesa le Ro%d

San Dlego ( SA

We declare unde
’ ; device:

Foresight Total T4 EIA Test Kit

classified as others of the directiv¢ 98/79/EC,

" meets all the provisions of the directive 9$/79/EC

(excluding Section 6) of the

: l «

Authorized Representatnle ;
MDSS A
Schiffgraben 41 \
30175 Hannover, Germany |

Signed this 9~6 day of
in San Diego, CA USA

Qlyl
Sqnlor Staff,
ACON Laboratories, Inc.

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875}8000 - Fax: (8

E-mail: info@aconlabs.com ;

diagnostic medical devices which(apply to

This self-declaration is according to Ann
irective.

: ur sole responsnblllty that he*finévjyitrg diagnostic

|

an in vitro
t .

x Il

Regullatory Affairs




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

We declare under our sole responsibility that l{he in vitro diagnostic

device:

Foresight H. pylori IgG 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 jt

This self-declaration is according to Annex lll

(excluding Section 6) of the Directive

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

Signed this A  day of Sef el |
in San Diego, CA USA d ]

0 B

< Qiyi Xie, MD, MPH
Senior Staff, Regulatory Affairs |& Clinical Affairs
Inc.

Acon Laboratories,

s o o
. w— a—— S—

- mTssE s

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (8
E-mail: info@aconlabs.com 1




</ Atlas Medical

Date: 30/06/2018

STATEMENT

We, Atlas Medical having a registered office at William James House, Cowley
Road, Cambridge, CB4 0WX, 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, notiﬁy,'

renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

On behalf of the Manufacture%?
General Manager
Haya Amawi

Tel: +44 (0) 1223 858910, Fax: +44 (0) 1223 858524

Head Office William James House, Cowley Rd, Cambridge, CB4/OWX, United Kh[
i Middle East Site : King Abdullah the Second Industrial Estate, Street 19, Sahab Free ane Area, P.O. Box:




- Lloyd's
. Register

Certificate of App

This is to certify that the Management Sy

Atlas Medical

King Abdullah Il Industrial Estate, Street No. 19, Sahab Free Zor

has been approved by LRQA to the following; standards:

ISO 13485:2003

@ha

Basem Obaid - Area Operations Ma
Issued By: Lloyd's Register EME

for and on behalf of: Lloyd's Register Quality Agsurance Li

Original Appro
ISO 13485 28

Current Issue Date: 23 March 2018
Expiry Date: 31 March 2019
Certificate Issue Number: 10067833

Approval Certificate Number: ISO 13485 -

The scope of this approval is applica
SO 13485:2003

Design Manufacturing and Supply of §
Diagnostic Reagents and Kits

&

UK
MANAGEMENT
SYSTEMS

001

f[OVa

1e Area, An

stem of:

nager
A

vals:
February 2

- 0046833

ble to:

dedical

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective offic

Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reli

ers, employees or agen|
ance on the information|

person has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any

Issued By: Lloyd's Register EMEA, Swefieh, Salah Suhaimat St., Adel Hajarat Bld No. 17, 2nd floor, Office No. 208, Amman, Jordan for and on behalf

Birmingham 837 7ES, United Kingdom

or liability is excl y
fof: Lioyd's Register Qui

hman, 11512, Jordasﬁ

mited

009
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XEMA CO,, Ltd.

9th Parkovaya str,, 105264, Moscow, !\mma
+7 (495) 510-57-07, +7 (495) 737-39-36
ail: info@xema.ry, infao:rm—media com
T WWW.XEMA.IY, WWW. Xema-medica.com

We, XEMA Co., Ltd. having a registered office at 48,|9™ Parkovaya st,
104264 Moscow, Russia, assign Sanmedico Srl. having a registered office
at str. A. Corobceanu 7A, apt. 9, Chiginau MD 2012, Moldova, as
authorized representative in correspondence with the ¢onditions of

We declare that the company mentioned abave is authorized to register,
notify, renew or modify the registration of n vices on the territory

of the Republic of Moldova.

Date : November, 29, 2017

#

Signature: Andrei P, Redkin

Deputy general manager
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