3A0 «3KOna6»142530 Mockosekas 06, r.9aexrporopek, ya.Byaennoro, a.1
e-mail: sekretar@ekolab.ru, Caiit : www.ekolab.ru

Ten: (49643) 3-1374, 3-2311, paxe (49643) 3-3143 @ 3 K o
| 1a6
I . ——

FHH: 5035025076, KIIIT: 503501001

Bank noayqarenn: IIAO Chepbanx Pocenn r. Mocksa
B Opexoso-3yesckom OCB Ne 1556/063

p/c 40702810040310124002

k/c 30101810400000000225

BHK 044525225

21.03.2018

ABTOPU3ALIWS JUCTPUBbIOTOPA

3akpbiToe akunoHepHoe obmectBo «OKOnab» (Poceus, 142530, Mockosckas o6,
r.2nexrporopek, yi.Bynenroro, a.1) Hactosiumm noaTeepxaaem , 4ro "SANMEDICO”SRL
(yn. Kopobuswy 7A, kB. 9, r. Kumwmnage, PecnyGnuka Mongosa) SBIAETCH HALIMM
SKCKMO3HBHBIM mucTpubbioTOpoM B Pecnybnuke MonaoBa M OCyLIECTBASET ydacTHe C
mpoaykureit 3A0 «OKOmab» B mnpoueaypax rocylapCTBEHHBIX 3aKyNOK TOBApOB Ha
TeppHTOpHH PecnyOnukun Monaosa, OT CBOEro HMEHHM BEAET MEPEroBOpEI, TNpeACTaBIfeT
KOMMEpYeCKHe IMPeUTONKEHNS, 3aKIII0UaeT COOTBETCTBYIOIIME JIOTOBOPEL, @ TAKXKE OCYMIECTBIISET
MOCTABKH YKa3aHHOM NPOAYKIHHK Ha TeppuTopru Pecny6mku Monzosa,

[MonHOMO4MS 10 HACTOSIIEMY aBTOPH3AMOHHOMY MHCEMY HE MOTYT ObITh Mepejians!
APYTHM JTHLEM.

Hacrosiee nucbMo AeiCTBATENBHO ¢ MOMEHTA moanucanus w 10 31 nexabps 2018r.

["eHepanbHbIi AUPEKTOP bopucos B.1O.
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YourTrustedrartrer

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 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 madify 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

ACON LABORATORIES, INC. 10125 MESA RIMROAD  SAN DIEGO, CA 92121 « T 858.875.8000 F 856.875.8096 : aCHr --.".3_
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ZERTIFIKAT @ CERTIFICATE &

Praduct 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:

luv-aud comips-cen

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
(18O 13485:2003 + Cor. 1:2008)
DIN EN ISO 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 Preilt
Page 1 of 1

(( DAKKS

Dwutiche

TUV SUD Product Service GmbH - Zertifizierstelie - Ridlerstralie 65 - 80339 Miinchen -
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Declaration of Conformity

ACON Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road, West Lake District,
Hangzhou, P.R.China 310030

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

On Call Plus Blood Glucose Monitoring System
On Call Plus Blood Glucose Meter
On Call Plus Blood Glucose Test Strip
On Call Plus Glucose Control Solution

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 IV of the Directive and thus is
_ based on approval by the notified body
TUV SUD Product Service GmbH, RidlerstraBe 65
80339 MUNCHEN, Germany, notified under
No. 0123 to the EC Commission.

Authorized Representative:
Wellkang Ltd t/a Wellkang Tech Consulting
Suite B, 29 Harley Street,
LONDON W1G 9QR, England, UK

Detailed brand information and first place date, please refer to CE Product List.

Signed this 1S day of ,j , v

in Hangzhou, China \;/

~ Junny You
International Regulatory Affairs Manager
ACON Biotech (Hangzhou) Co., Ltd.

| — — i —

ACON BIOTECH (HANGZHOU) CO., LTD. 705,
No.210 Zhenzhong Road, West Lake District, Hangzhou, P.R China, 310030//35#°%
%

Tel. +86-571-87963569 Fax: +86-571-87963570 E-mail: css@aconlab.com.gis /



Declaration of Conformity

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 lli
(excluding Section 6) of the Directive.

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

Signed this é’i‘ﬂday of M | cQHé

in San Diego, CA USA

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

£
Py,

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858) 875-8099. 225N
E-mail: info@aconiabs.com (N e RN
Ay c%ﬁi;‘(‘q«{; N\
A; bCTURy L




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, 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
Haya Amawi

Head Office William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom.
Tel +44 (0) 1223 B58910, Fax: +44 (0] 1223 858524
Middle East Site - King Abdullah the Second Industrial Estate, Street 19, Sahab Free Zone Area, P.0. Box: 204, Am

LRI T




Lloyd's

Register
Certificate of Approval
This is to certify that the Management System of:
Atlas Medical
King Abdullah I 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 Qriginal Approvals:

Expiry Date: 31 March 2019 ISO 13485 28 February 2009
Certificate lssue 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

&
Y.

S

MA E T
SYSTEMS

001

Lioyd's Register', umnwmnomﬁmmmdmumhmmhmm dlnng-uup-nnm-imibylllmnmmuhlhm-m»raummmh U
pemmmw»mww:mmmyﬂwmmmwmunnlmwm«mamdhl\nmm or lishiiity & on the terms and .
Issued By: Lioyd's Regisler EMEA, Swefieh, Sulah Suhsimat St Adel Hajarat Bid No. 17, 2nd floor, Office Ne. 208, Amman. Jordan for and on behall ot Lioyd's Regiater Quality Assurance Liryied, | Jyinit
Birmingham B37 TES, Usited Kingdam
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