- 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 Cffice Willam James House, Cowley Rd, Cambridge, CB4 DWX, United Kingdom.
Tel: «44 |0} 1223 B5E910, Fax: +44 (0] 1223 358524
Micdle East Site | King Abdultah the Second industrial Estate, Street 19, Sahab Free Zone Area, PO, Box: 204, Amman 1




Lloyd's
Register

Certificate of Approval

This is to certify that the Management System of:

Atlas Medical

King Atdullah 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

@ha

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 lssue Number: 10067833

Approval Certificate Number: 1S0O 13485 — 0046833

The scope of this approval is applicable to:
SO 13485:2003
Design Manufacturing and Supply of Medical
Chagnostic Reagents and Kits
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3A0 «3K0aa6» 142530 Mockosckan via, r.9nekrporopes, ya.Byaennoro, n.1

e-mail: sekretar@ekolab.ru, Caiir : www.ekolab.ru
& 3KOna6

Tea: (49643) 3-1374, 3-2311, dare (49643) 3-3143

HHH: 5035025076, KI1IT; 503501001
Bank noaysarean: INAO Chepbanx Pocenn r. Mocksa
& Opexono-3yesekom OCE Ne 1556/063

ple 40702810040310124002

kie 30101810400000000225

BHK 044525225
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21.03.2018

ABTOPHU3ALIMSA JIMCTPUBLIOTOPA

34KpRITOE AKIHOHEPHO? odmecTro «IKOnady (Pocens, 142530, MockoBekas obn.,
r.3nexrporopex, ya.Byaensoro, 1, 1) wacToswmm noareepxaaeM | uro "SANMEDICO"SRL
(yn. KopoBusny 7A, kg, 9. r. Kumunés, PecnyGnuka Monnosa) sasmsercs wammum
IKCKILOIHBHBIM - AHCTPHOBIOTOPOM B Pecnybnuke Monjosa u OCYNIECTBAALT Y9YacTHe ¢
npoaykured 3A0 «3KOnab» s NPOUCAYPAX TOCYMAPCTBSHHEIX 3AKYMOK TOBAPOB Ha
Teppuropun PecnyGnnkn Monnosa, 0T cBOEro HMeHw BCACT NEPCroBOPRI, TIpe/ICTaBIIseT
KOMMCPHECKHE NPEANOACHUS, SAKIIOHAET COOTRETCTBYIOMME JIOTOBOPEL & TAKHE OCYLUIECTRALET
NOCTABKH YRA3AHHON NPOIYKUKH Ha TeppuTopHH PecnyBanxn Monnogsa.

[Tomomouns no HACTOALIEMY ABTOPHIAUHOHHOMY ITHCEMY He MOCYT BbiTh nepejansl

APYTHM TTHLLAM,

Hacrosumee nucemo gelicTerTensro ¢ MoMenTa noamucanns w a0 31 nexaBps 2018r.

lexepansumii aupexrop Bopucos B.1O.
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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|195 Kalinin Prospekt
City of Bamaul, 656037, Russia

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

3AABJIEHUE

Mel, OO0 «Texnonorus-Cranzgapt»,
HUMEIoIllee 3aperucTpHpoBanHblil oduc no
agpecy 116/95, npocnext Kanununa, r.
bapnayn, 656037, Poccus, nopyuator SRL
SANMEDICO, umeroniyio
3aperucTPUpPOBaHHLIN O(QHC Ha yiIuLe
A.Kopobuany 7A, k8. 9, Kunmmnés MD-
2012, Monnoga, OBITh B Ka4ecTBe
YIOTHOMOYEHHOT'O NPEACTABUTEIA B

COOTBETCTBHH C YCIIOBHAMH AHPEKTHBLI
98/79/EC.,

MBI 3aABIAEM, YTO YIIOMAHYTAS BhILLE
KOMITAHHSA UMEET [IPABO PEerHCTPHPOBATE,
YBEIOMIATE, 0OHOBIATE HIIH
BO300HOB/ATL PEFHCTPALIMIO
MEeIHLUMHCKHX H3[e/Hil Ha TeppPHTOPHH
Pecnybnuxu Monnosa.

000 Pupma «Texnonorug-Crangapt»
656037 Poccus r.bapuaymn,
np-kT Kanununa 116/95

SRL SANMEDICO,
r. Kumurés MD-2012, Monagoea
yi. A.Kopobuany 7A, ks. 9

Hara: 01.12.2017
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e s Ky Tel: 1-408-835.0061

I LumiQuick Diagnostics, Inc. Pt 16 B s
1046 St Bhad, Samta Clara, CA 95054, LISA E-mail; imfn® lumiguick.com
Websits; 'l"'.'r"r'ﬂ'.‘l.l"r'll':'lui‘.':': COm

Date: February 13, 2018

LETTER OF AUTHORIZATION

To whom it may concern:

We, LumiQuick Diagnostics Inc, having a registered office at 2946 Scott Blvd, Santa Clara,
CA 95054, USA, assign Sanmedico SRI. having a registered office at str. A. Corobeeanu TA,
apt. 9, Chigindu MD-2012, Moldova , as authorized representative in correspondence with
the conditions of directive 98/79/EEC,

We declare that the company mentioned above s authorized to register, notify, renew or
modify the registration of medical devices on the territory of the Republic of Moldova.

This authorization letter is valid until F ebruary 28, 2020,

Best regards,

ZZ

Charles Yu
President




Lur ek Ehagnostics, [ Tek 408-055 16

c‘ s ] i Fax® 4080550063
. I ] hval, 3asia 1 4 TG, ) Eeamanbly info@® LumdOudick ¢ o

W ith WA II..|||I|I||I I_ L

Declaration of Conformity

FRODUCT IDENTIFICATION
Product name Model/number |
| Cardiac Marker Test Devices - . - o

CluickPrafie Tropanin | Serum Tesl Card 75001
. QuickProfite Troponin | Whole Blood Test Card | 75002 i
CluickProfile Cardiac Panal Serum Test Card 75003 |
ChuickProfile Cardiac Pariel Whole Blood Test Card THOO4
ChulekProfite Myoglobin Serum Test card | 75005
CulckProfile Myoglobin Wholo Blaed Test Card | TS006
CuiekProfile CK-MB Serum Test Card | 78007
LulckProfile CK-MB Whole Blood Test Card 75008
CuiekPrafile Troponin | Strip 75009
GuickProfie CK-MB Sirip 75010
QuickPralile Myoglobin Sirip 75011
IName of company lAddress Representative
! : L. il - -
LumiQuick Diagnostics, Inc. {2946 Scott Blvd. Jeff Wang
|Santa Clara, CA
95054

(USA |

AUTHORIZED
REPRESENTATIVE

Name of company ~ |Address Telephonefemail
Emergo Europe ‘Prinsessegmcht 20 | #31.70.345.8570 - phone
‘ 2514 AP +31.70.346.7290 - fax
| The Hague, Netherlands europ2@emergogroup.com

Device classification Route to compliance Standards applied

|'c1ass: Self-Certify ‘Annex |1l of IVDD 98/79/EC  ISO 13485:2003
Council Directive

LumiQuick Diagnostics, Inc. declares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

\ i)
TITLE: Quality Systems Manager SIGNATURE: ?/L/L_/ (",0
cf [

DATE: 28/04/2017

EC_Declarslion_Loller_Emergo E2R0_Newhddioas
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Declaration of Conformity
[PRODUCTIIDENTIFICATION |

L]

Product name Mode!/lnumber |
Fecal Occult Blood Test Devices [

CluickProfite Fecal Ocpull Blood Test Card 72001

CruickProfile Fecal Occull Bload Test Sinp 72008 |

MANUEACTURER

Name of company -A(Idrgs _ Representative !
ILumiQuick Diagnostics, Inc. ‘29:15 Scolt Blvd. Jeff Viang
'Santa Clara, CA !
{85054
USA | |
AUTHORIZED
REPRESENTATIVE
Name of company Address Telephonel/email |
shis ard | | beter calcakc . |
Emergo Europe Prinsessegracht 20 |+31.?{I.345.55?{J - phone '
2514 AP {+31.70.346.7299 - fax i
The Hague, Netherlands ieurope@emargngroup.cnm

Device classification Route to compliance Standards applied
IClass: Self-Certify \Annex IIl of IVDD 98/79/EC  1SO 13485:2003

[(Council Directive i |
LumiQuick Diagnostics, Inc. declares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager SIGNATURE: rh ./(J.f {,T:{
-

DATE: 28/04/2017

EC_Declantion_Letler_Emergo_E2R0_Newhddrass

HOI e

GREL 4 "?/
A &1
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bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

This is to certify that: LumiQuick Diagnostics, Inc.
2946 Scott Blvd
Santa Clara
California
95054
USA

Holds Certificate No: FM 574919

and cperates a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scape:

The design, development, manufacture and distribution of in vitro diagnostics test kits and
reagents used In the diagnosis and management of disease status, including Infectious
Diseases tests, Drugs of Abuse tests, Cardiac Monitor tests, Cancer Marker tests, Fertility
Hormone tests, ELISA tests & Urine Chemistry tests.

bou

For and on behalf of BSI:

Carlos Pitanga, SVP, System Certification and Compliance

Original Registration Date: 2011-10-20 Effective Date: 2017-10-20
Latest Revision Date: 2017-10-09 Expiry Date: 2019-02-28
B e Page: 1 of 1
9
sty |, ..making excellence a habit’
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YourTrustedFPartrier

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 sireat 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 lime 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 acguired in Public Price bids and Public Tendars Process,

Sincerely

AAA

Jassy Alvarenga

Account Manager, Internatio

ACON Laboratories

ACONLABORATORIES, INC. 10125 MESA AIM ROAD  SAN DIEGO, CAGIZT T BS3ATS.A000  F B53.875.0000 @
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Product Sarvice

CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate: Acon Biotech (Hangzhou) Co., Ltd.
MNo.210 Zhenzhong Road
\Wesl Lake District
310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Acon Biotech (Hangzhou) Co., Lt
No.210 Zhenzhong Road, West Lake Distrct,
310030 Hangzhou, PEQPLE'S REPUBLIC OF
CHIMA

Certification Mark:

vl somipa-con

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 - Qually management systems -
Reguirements for requlalary purposes
(150 13485:2003 + Cor, 1:2009)
OIN EN 150 13485:2012

The Centification Body of TUV SUD Product Service GmibH certifies that the company mentioned
above has established and is maintaining & quality management system, which meets the
requirements of the listed standard{s). See also notes overleal

Report No.: SH1610619
Yalid from: 201B-07-15
WValid until: 2019-07-14
Date, 2016-07-08 ”\’4

Stefan Preii
Fage 1 of 1
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SYNTESYS S AS DIRINALDOR EC
SYNTESYS VIAG GALILEI 10/3
3IS037 2| SELVE DI TEOLO [PD

TEL +35 045 SO0ABGEE R A FAX +39 049 SO03EG67
COD.FISCALE PIva NREG IMP. PADDVA DI573S50E88
E-MAIL INFORSYNTESYSIT - WER WWwW SYNTESYSIT

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
Chiginau 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
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Rinaldo Ruggero
CED and Legal Representative
SYNTESYS 5.A.5,

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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CERTIFICATO n.
CERTIFICATE No.

51 GERTIFICA CHE IL SISTEMA DI GESTIONE PER LA GUALTA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM CPERATED BY

SYNTESYS S.a.s.
di Rinaldo Ruggero e C.

6574/

UNITA' OPERATIVE
COPERATIVE UNITS

Via G, Galilei, 10/3 - Zona Industriale - 35037 Selve di Teolo (PD)
Italia

E' CONFORME ALLA KCRMA
IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2008

PER LE SEGUENTI ATTIVITA’
FOR THE FOLLOWING ACTIVITIES

EA: 29 -14

Commercializzazione di prodotti per analisi di laboratorio,
Progetiazione, produzione e vendila di prodatti per analisi di laboratorio
@ arlicoli sanllar. Agenzla di vendila dl strumentazlone, reagenti
a materiall di consume per la diagnostica di laboratorlo.
Trading of producis for laboratory analysis. Design, manufacturing and
sels of products for laboralory enalysis and sanitary products. Sale agency
of instrumants, reagents and consumabls products for labaratory diagnostic.

Rileriry) ol bonuale deds Quaslh pes Neppicabllts ded requisdl defia rvra i ilarimenio.
Fialerto Cualty Manu lor datals of appicotion 1o rafemaca dandud roquiomants,

Fprapeni corificaio i soggetia ol iapetlo el regolamants pie o corlfications dal saleml di grsdans per o quaild delis iards,
Tha e aad the validly of his cortiicals sholl sl the roquimmants of fra nifes kv ihe ceriicatian of company uakly monagamen! sysiems

Dals emiaslons Emisslana comanta Data di scadenza
First lssup Cunrent Issug Expiring dele
05/08/2013 05/06/2016 14/09/2018

- 2008 Sesto S Giovanni (M) _
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CERTIFICATO .
CERTIFICATE No,

5I CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' O
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED By

SYNTESYS S.a.s.
di Rinaldo Ruggero e C.

UNITA' ORERATIVE
CPRERATIVE UNITS

Via G. Galilel, 10/3 - Zona Industriale - 35037 Selve di Teolo (PD)
Italia

71111

E' CONFORME ALLA NORMA
15 IN COMPLIANCE WATH THE STANDARD

UNI CEI EN ISO 13485:2012

PER LE SEGUENTI ATTIVITA®
FOR THE FOLLOWING ACTIVITIES

EA: 29 -14

Commerclallzzazione di prodolll per anallsl d| igboratorio. Progetiazione, produziona
@ vendiia di prodolll per enalsl di laborstario @ arlicoll sanitar. Agenzla di
vendila dl slrumentazions, reagent & materiall dl consumo per la dizgnostica di laberalorio.

Trading of products for laboratory enalysis. Design, manufacturing and sals
of products for labaralory analysls and sanllory products. Sale agency of Instrumants,
raagents and consumabla products for laboratary diagnostic.

Fterirs] ol Manuia deba Cuaith por 'ppheat 7 du! requisll dalia Noama 190 134852012,
Risfer ko Cully Manual for datads of apysicsfan I 15O 134852012 requiremen's,

|| presorls ceellleaio & soggello ol fspelia del regolamento por b conifearions del sfstem ol geslone per |2 qusilh doila arlandy,
Tha s end (o valitidy of thls corfilcade shedl teicly e repuimments of tha rides fov [ canlficaian of company qualily manogomen! gysiems..

Data emissionn Emisslans comentz Dala di scadenza
First fasog Curmon lszue Expiting dals
21/086/2014 05/06/2016 14/08/2018

\,
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