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Dater 30/06/2018

We, Atlas Medical having a registered offioe at William Jarnes Housc. Cowlev
Road, Cambridgc, CB4 0WX, IIK assign SRL Sanmedico having a registerei
office at A. Corobceanu street 7A, apt. 9, Chigin6u MD-2012, i{oldova , as
authodzed representalive in conespondence with the conditions of directive
98t79EEC.

We declarc thal the conpany mentioned above is authorized te register, notify,
renew or modily the registration olmedical devices on the tenitory ofthe Republic
ofMoldova.
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Declaration Ref No: 0C1.1-0051 Atlas Mdical

CE Declaration of Conformity
According to Annex llt of the IVD Directive 98/79lEC

WC,

Atlas Medical

Head office: William James House, Cowley Road, Cambridge, C84 OWX, UK
Telr +44 1223 858 910
Faxr +44 1223 gS8 524

Email: info@atlas-sjte.co.uk

Middle East Sitet Sahab Fte€ Zone Area, p. O, Box 21 555, Amman,lordan.
Tel.: +962 6 4026468
Fax: +962 6' 4022588

Email: info@atlas-medical.com

Declare our responsibility that the follow:ng product:

Se€ Attached list

Comply with all essential requtlqrnenl5 14...xt) of the tVD Direc|ve ggljglEC.Ihts
compliance has been property docu|nented and covers the items listed in Annex I of the
IVD Directive.

This product is produced irnder Atlas q!ality system (tSO13485:2003) issr.red by Ltoyo s
Register QualitV Assurance.
Comply wjth the essen .l requirements offollowing standa.ds (EN 19113-1, -2,-4:2011,
EN ISO 15223r2012, €N tSO:13532;2002, EN tSO 14971r2012, EN ISO 13640:2002. tSO
2859/11999, EN l5O 13612:2002, EN l5O 13641:2002.

And
Intended for ln-Vitro P.ofeJsionaluse only.

Manufacturer
Atlas M€dical
William James House, Cowl€y Rd,,
Cambridge, CB4 oWX, UK

j Atlas

rY"t:l- ""::'o:''" 215t of lvlrrch,2018



According lo Annex It of the tVD Directive 98/79lEC
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Certificate of Approval
This is lo cedit thai the Management System of:

Atlas Medical
King Abdulalt lndustfal fslat6. Street f.la. 19, Safab Ffee Zone Aaea, Anman,

has been approved by LReA to the following standards:

so 13485 2001

Basem Obaid - Area Operations l\ranager

lssued By: Lloyd's Registe, El\iEA

for and on behalf of: Lloyd's Register euality Assurance Limited

11512, Jordan

C!rfenl lssue Date: 23lvlarch 2018
Explry Daie 31 Mafch 2019
Cedlficale 1s.ue Numbef 10067833

i rf : nfi: ?,Hl]:*,I illHi: #:,i;""1ifi r".llt,lt:: L."r,l"*

Ongrnrl Apprcvaisl
ISO 13485 2B February 2009

App,oval Cerlificate N!mber: tSO i348b * 0046833

The scope of lhis approval js appljcabte to:
tSO 13485:2003

Desrgn [/lanufactunrg and Supply of l\,4ed].al
Diaqn.slic Rer!ents anC Kits
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