3A0 «9KO0na6»142530 Mockosexkas o, r.2uekTporopes, ya.bByaennoro, a.l
e-mail: sekretar@ekolab.ru, Caiit : www.ekalab.ru

Tea: (49643) 3-1374, 3-2311, gare (49643) 3-3143 @ 3KOJ7 a6

HHH: 5035025076, KITIT; 503501001

Bank noayqaresn: AO COepank Pocenn r. Mockpa
B Opexoso-3yesckom OCH Ne 1556/063

pie 40T02810040310124002

Kk/c 30101810400000000225

bHK 044525225

21.03.2018

ABTOPH3ALIMA TUCTPUEBIOTOPA

3akpbiToe aKumoHepHOe obmectso «DKOmaby (Poccus, 142530, Mockorckas ofn.,
r.3nexrporopek, ya.Bynennoro, i) HacTosumm noareepxaaeM , yro "SANMEDICO"SRL
(yn. KopoBusany 7A, km. 9, r. Kummnés, Pecnybnuka Mososa) amnsercs  wammm
IKCKMOIHBHEIM - THCTPHOBIOTOPOM B PecnyGiuke Monjosa w OCYUIECTBIACT Y4YacTHe ¢
npoaykuueii 3A0  «OKOnal» B npoueaypax rocynapcTBeHHBIX 3AKYNOK TOBADOBR Ha
Tepputopuy PecnyOGumukn Monnosa, oT cBoero HMeHH Beler [EPETOBOpLl, TMPEeACTABNACT
ROMMEPHECKHE MPCUTOHCHHA, 3AKTI04AET COOTRETCTBYIONHE HOTOBOPEL, & TAKKE OCYLICCTRIAET
NOCTABKH yKalaHHOR NPOIYKUHH Ha TeppuTopHH Pecniybnuxu Monnosa.

[onHomo4ms 110 HACTORIEMY ABTOPH3ALHOHHOMY NTHCEMY He MOIYT OBITE MEpefank!
IPYTHM JTHUaM.

Hacrosiee nmucemo NeHCTRHTENBHO ¢ MOMEHTA TOMHCAHHS W 10 31 nexabpa 2018r.

l'enepaneubiii upexTop Bopucos B.IO.
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YourTrustedPartner

San Diego July 11", 2018

We, ACON Laboratories Ine. 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 74, apt. 9, Chisindu MD-2012,
Meldova , as authorized representative in correspondence with the conditions of directive 93/42/EEC, S8/T9/EEC

and 90/385/EEC.

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

ACON raserves the right to cancel this authorization at any time with a8 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,

Jagsy Alvarenga

Account Manager, Internationsl Satad -

ACON Laboratories

ACON LABDRATORIES, INC. | 10125 MESA RIM ROAD  SAM DIEGO, CAS2121 + TBSE675.6000 F 85
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Product Servica

CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate: Acon Biotech (Hangzhou) Co., Ltd.

Mo.210 Zhenzhong Road
Wast Lake District

310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Acon Bistech (Hangzhou) Co., Ltd,
Mo.210 Znenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REFUBLIC OF
CHIMA

Certification Mark:

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 sysiems -
Reguirements for regulatory purposes
{150 13485:2003 + Cor. 1:2008)
DIN EN IS0 13485:2012

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

Report No.: SH1610619
Valid from: 2016-07-15
Valid until: 2019-07-14
Date, Z2016-07-08 ‘/\4

Stelan Preil
Page 1 of 1

TUV 3UD Product Sarvice GmbH - Zartifizierstelie - Ridlerstrae 65 . 80339 Minchen -



Declaration of Conformity

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

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

Foresight HSV 1 1gG EIA Test Kit
Foresight HSV 2 1gG EIA Test Kit
Foresight HSV 1/2 IgG ElA Test Kit
Foresight HSV 1 Igh ElATest Kit
Foresight HSV 2 Igh ElA Test Kit
Foresight HSV 1/2 IgM ElA 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 it

This self-declaration is according to Annex Il
(excluding Section 6) of the Directive.

Authorized Representative:
MDSS
Schiffgraben 41
30175 Hannover, Germany

Signed this__gj day of GO]L 901’3

in San Diego, CA USA

¥

Senior Staff, ﬁegulatnw Affairs
ACON Laboratones, Inc.

— e — — = — -"---_—-

10125 Mesa Rim Read - San Diego, CA 82121 - USA -Tel: (858) 875-8000 - Fax: (858) 875- BUBQ_ f -u:-.-]- i c' "\zr‘w
E-mall: info@aconlabs.com ‘L” ) ’:

: : HSA,NHE'LDIC



XEMA CO., Ltd.

bldg. 48/4, 9th Parkovaya str, 105254, Moscow, Russia
Tel./Fax: +7 (495) 510-57-07, +7 (495) 737-35-35
E-mail; info@xema.ry, info@xema-medica.com
Internat: wWww. Xema. ru, Www. Kama-madics. com

STATEMENT

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, Chisindu 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 modify the registration of medical devices on the territory
of the Republic of Moldova.

Date : November, 29, 2017

Signature: Andrei P. Redkin

Deputy general manager
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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, Chisinau 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 Williarm James House, Cowley Rd, Combridge, CB4 OWX, United Kingdom,
Tal:+d44 (0) 1223 B58910, Fax: v44 {0) 1223 BSES 24 i
Migdle East Site ; King Abdullah the Second Industrial Estate, Street 19, Sahab Frege Zone Area, P.O. Box: 204, Ammagy,




Atlas Medicdl

Declaration Ref No: DC11-0011

CE Declaration of Conformi

We,
Atlas Medical

Head office: William James House, Cowley Road, Cambridge, CB0O 4WX, UK
Tel: +910 858 1223 44
Fax: +524 858 1223 44
Email: info@atlas-site.co.uk

Middle East Site: Sahab Free Zone Area, P. O. Box 212555, Amman, Jordan.
Tel.: +4026468 6 962
Fax: +4022588 6 962
Email: info@atlas-medical.com

Declare our responsibility that the following product:
RPR Carbon Antigen

Is produced under Atlas quality system (1ISO9001: 2008) and (1S013485: 2003)
supported by Lloyd’s certificate and complies with the essential requirements of

In Vitro Diagnostic Medical Devices Directive 98/79/EC Annex |
And
EN 18113-1,-2:2011, ENISO 15223:2012
EN ISO 14971:2012, EN I1SO 13640:2002, 150 2859/1:1999,
EN1SO 13612:2002, EN I1SO 13641:2002

And
Intended for In-Vitro Professional use only.

This Declaration includes the batches produced beyond this day according to the
product Lot Log.

Manufacturer
Atlas Medical
William James House, Cowley Rd. QT.MCJ m ﬁ,m]‘
Cambridge CBO 4WX, UK &

Atlas First issue date Date of review y Managementappm 2 i :
Medical Augsut-2003 06.11.2016 r/d_{,-, . 08832018/ h;,‘:




Lloyd's
Register

Certificate of Approval

This is to certify that the Management System of;

Atlas Medical

®ing Abdullah Il Industrial Estate, Street No. 19, Sahab Free Zone Area. Amman, 11512, Jordan
has been approved by LRQA to the following standards:
IS0 13485:2003

Qha el

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 Cnginal Approvals:

Expiry Date: 31 March 2019 ISO 13485 28 February 2009
Certificate lssue Mumber; 10067833

Approval Certificate Number: 1SO 13485 — 0046833

The scope of this approval is applicable to:
150 13485:2003
Design Manufacturing and Supply of Medical
Diagnostic Reagents and Kits

&
Y.

MANAGEMENT
SYATEMS

001

Uaryd's. Risgiter Sesiap Limind, i afiiates and subeldiatien, inchuding Lops Fagels Cuslty Assurancs Limiled [LROAY and their respecive oficen, enployees o agenis ane, indivich by s ol

Loyds Fagate’. Lioyds Fapsher aisumes ho fespensliity wnd shill nst be kalls o asy person by miry lows, demage or expenas coned by relance on the inkemation or sdvice in Sy dniiaeri 3 v
peruon Bt digred n tonliect Wil B relevan] Lisyels Regider enbly fo e provision of fus nilemation of sdvice and in et cass sny resporsitlity or ablity s swchushyoly on the berms el Cocpliional el out in sl menirpcl.
lunisad By: Lleyes Fagivier EMEA, SGwslch, Salan Subaimal 51, Ansd Fajarat B84 Mo, 1T, 2nd oo, Ofics Mo, 708, Amman, Jorden for and on behaif of. Lioyd's Ragiser Qusity Assurancs Limfiet, 5 risity Pak_ Dghenhill Lans,
Blsminghas BT TEA, Ukilsd Kingdem



e . . Tel, 1-406-855-0061
LumiQuick Diagnostics, Inc. Fac: 1-408-855.0063
5 250 Scull Bhal Sanka Clars, €A 95054, LSA E-mail: inlo® lumiguick.com

Website: www.lumiquick.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 SRL having a registered office at str. A. Corobceanu 7A,
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 is 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 February 28, 2020.

Best regards,

A

Charles Yu
President




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 operates a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scope;

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.

rbom

For and on behalf of BSI:

Carlos Pitanga, SVF, System Certification and Compliance

Criginal Registration Date: 2011-10-20 Effective Date: 2017-10-20
Latest Revision Date: 2017-10-09 Expiry Date: 2019-02-28

Page: 1 of 1

..making excellence a habit’

ty of Bl and shall be returned immeciately upon request,
rticated gnline. Printed copies can be validated ot www bsgroup.comClentDirectory

e or the altached agpend

He

Sl i

X )
_. . fn- 19 ¥
PR, U GG Lot

An electrome cert

ANMEDICO"} - :

Amenicas Hegdquarters: BSI Group Amenca Inc,, 12950 Worldgate Dvive, Suite 800, Herngan, VA 201 70-6007 LSA

A Memper of the BSI Group of Companies,



MD HiMedia Laboratories Pvt. Ltd.

For Life is Precious
Date: 01* December 2017

STATEMENT

We, HiMedia Laboratories Pvt. Ltd., having a registered office at A-516,
Swastik Disha Business Park, Via Vadhani Industrial Estate, L.B.S. Marg, Mumbai - 400
086, INDIA, assign SRL. SANMEDICO having a registered office at A. Corobeeanu
street 7A, apt. 9, Chiginiu 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.

For HIMEDIA LABORATORIES PVT. LTD.,

Mr. VMK&

DIRECTOR - SALES & MARKETING

REGISTERED OFFICE - 23, Vadhan| Indl Est, LIS Marg, Mumbai - 400 D86, India. T e
Tel :00-91-22-6116.9797 / 2500 1607 | Fax: 00-91-22-2500 2286 ’%mw;gu (i

" L
CORPORATE OFFICE - A-516, Swastik Disha Business Park, Via Vadhani Ind! Est, LES Marg, Mumbal - 400 086, India. ! =
Tel  O0-91-22-6047 1915 ( 2500 3747 | Fan : 00-91-22-6147 1920 / 2500 5764 | Email : info@himedialabs.com s P AR

Web : www himedialabs, com CIN - UBS14
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