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- Atlas Medical

STATEMENT

Date: 30/06/2018

We, Atlas Medical having a registered office at William James House, Cowley

Road, Cambridge, CB4 0WX, UK assign SRL Sanmedico ha
office at A. Corobceanu street 7A, apt. 9, Chisinau MD-201

authorized representative in correspondence with the conditi
98/79/EEC.

ving a registered
2, Moldova , as
ons of directive

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

of Moldova.

Cn behalf of the Manufacturer
General Manager
Haya Amawi

Head Office Willlam James House, Cowley Rd, Cambridge, CB4 OWX, United Kinﬂdum,

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

Middie East Site : King Abdullah the Second Industrial Estate, Street 19, Sahab Free Zone Area, P.O. Box:|204, Amman 1 _ 3




LQ Lloyd's

Register

Certificate of Approva

This is to certify that the Management System of:

Atlas Medical

King Abdullah 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 lssue 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

MANAGEMENT
SYSTEMS
001
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Bamingham B17 TES, United Kingdom
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YourTrustedPartner

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 diregtive 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 henor 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, Internationsl Sates: -

ACON Laboratories

ACON LABORATORIES, INC, - 10125 MESA RIM ROAD  SAN DIEGO, CA 92121 « T 858.875.8000
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ZERTIFIKAT ¢ CERTIFICATE

CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied
Standard(s):

Acon Biotech (Hangzhou) Co,, L

No0.210 Zhenzhong Road
West Lake District

310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Acon Biotech (Hangzhou) Co,, Lid,

No.210 Zhenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REPUBLIC OF
CHINA

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

EN ISO 13485:2012 + AC:2012

Medical devices - Quality management sysiems +

Requirements for regulatory purposes
(1SO 13485:2003 + Cor. 1:2008)
DIN EN I1SO 13485:2012

Product Service

td.

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

Report No.:

Valid from:
Valid until:

Date, 2016-07-08

Page 1 of 1

SH1610619

2016-07-15
2019-07-14

4

Stefan Preif

TUV SUD Product Service GmbH . Zertifizierstelle - RidlerstraRe 65 - 80339 Minchen




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,
Chisgindu 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
11695 Kalinin Prospekt
City of Barnaul, 656037, Russia

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

YTIOJTHOMOHEHHOI0
COOTBETCTBHH C YC.
98/79/EC.

peACTaBHTENS B
OBHAMH JHUPEKTHBBI

Mer 3asBISAEM, UTO YIIOMAHYTAaA BBILIE
KOMITaHHA HMEET MpaBo PerucCTpupoBaTh,

yBEAOMIISATH, 0OHOB
BO300HOBIATE peru

ST WK
CTpaLuio

MEeIMLUMHCKUX H3/e/IUi Ha TEpPUTOPUH
Pecrry6nuku Monnosa.

000 ®upma «Te
656037 Poccus r.b

onorua-Crangapt»
pHayI,

np-ktT Kamununa 116/95

SRL SANMEDICO
r. Kumunés MD-2(
yi1. A.Kopobuany 7

Hara; 01.12.2017

)12, Monuosa
A, kB. 9
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