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YourTrustedFarinor
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 directive 93/42/EEC, 98/79/EEC

and 80/385/EEC.
We declare that the company mentioned above is authorized to register, notify, renew or medify 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,
{/ ; /\/‘ a}‘iﬁjﬂ
ROGMAIAALS

My

Account Manager, Internatio 81&@&3_@'

Jassy Alvarenga

R v Laborétones :

SAM DIEGO, CA 92121 - T 858.875.8000

ACON LABORATORIES, INC. © 10125 MESA RIM ROAD
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Produgt 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
PEQPLE'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-sud com/py-cer

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 systerns -
Requirements for regulatory purposes
(1S0O 13485:2003 + Cor. 1:2009)
DIN EN 18O 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 maets the
requirements of the listed standard(s). Se2 alsc notes overleaf,

Report No.: SH1610619
Valid from: 2016-07-15
Valid until: 2019-07-14

Date, 2016-07-08 M

Stefan Prei

Page 1 of 1

TUV SUD Product Service GmhH - Zetifizierstelle  Ridlerstralle 65 - 80339 Minchen -



' 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, notity,
renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

W

On behalf of the Manufacture/v’
General Manager P e
/ ,///

Haya Amawi

-~

Head Office William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom . N\
Tel: +44 (0} 1223 858910, Fax: +44 (0) 1223 858524 [ -'\‘?'J;amugf&- DR
Middle Fast Site : King Abduilah the Second Industrial Estate, Street 19, Sahab Free Zone Area, P.O. Box: 204 iffoen ®1512, Jordan™
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Lloyd's
Register

Certificate of Approval

This is to certify that the Management System of:

Atlas Medical

IO
King Abdullah Il Industrial Estate, Street No. 19, Sahab Free Zone Area, Amman, 11512, Jordan
has been approved by LRQA to the following standards:
1SO 13485:2003

Basem Obaid - Area Operations Manager
Issued By: Lloyd's Register EMEA
for and on behalf of: Lloyd's Register Quality Assurance Limited

le 23 March 2018 Original Approv

Expir 2 31 March 2019 ISO 13485 28 February 2009
( 10067833

Approval Certificate Number: ISO 13485 — 0046833

The scope of this approval is applicable to:
S0 13485:2003
Design Manufacturing and Supply of Medical
Diagnostic Reagents and Kits
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3A0 «3KO0aa6»142530 Mockoseras 06., r.aexrporopek, ya.Byaennoro, 1.1
e-mail: sekretar@ekolab.ru, Caiit : www.ekolab.ru

Ten: (49643) 3-1374, 3-2311, dakc (49643) 3-3143

R

WHH: 5035025076, KITIT: 503501001

Bauk noayuarensi: I[TAQ Coepdaur Poccun r, Mocksa
B Opexoso-3yesckom OCE Ne 1556/063

p/c 40702810040310124002

k/¢ 30101810400000000225

BHK 044525225

09.01.2019

ABTOPU3ALIUA JIMCTPUBLIOTOPA

3akpeiToe akuHoHepHoe obuectso «IKOmad» (Poccus, 142530, Mockoscekas 0011,
r.J7exTporopek, yi. Byaentoro. 4.1) Hacrosuwmy noaTsepxaaem , uto "SANMEDICOSRL.
(yn. KopoGusmy 7A, kB. 9. r. Kummnés, PecriyGiuka Mongosa) sBASETCS  HALIMM
IKCKTIO3HBHBIM JIMCTPHOBIOTOPOM U TipeacTasuTesiem B Pecrybiinke Moa0Bd M OCYLIECTBISCT
ywactue ¢ npoaykunet 3A0 «29KOnab» s ripoueaypax rocy1apeTBEHHbIX 3aKYNOK TOBAPOB Ha
repprutopun PecnyGnukn Monosa. 0T CBOGr0 WUMEHM BEIET MEPEroBOpbl, [PEJACTABINET
KOMMEPUCCKHE MPEATOKEHH, 3AKTIOHACT COOTBETCTBYIOIUNE J0TOBOPhI. & TAKKE OCYIIECTBANS
ITOCTABKM YKA3aHHOH LIPOJLYKUNK Ha TepprToprn Pecityb.imki Monosa.

LIOMHOMOUMS 110 HACTOSILEMY ABTOPH3AIHOHHOMY MHCBMY HC MOIYT BBITH MEpe (ain]
APYTHM TTHIaM.

Hacrosiiee micsMo HeHCTBHTENILHO ¢ MOMEHTA MOTHCanns 1 10 31 siekabps 2019r.
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I XEMA CO., Ltd.
| f bidg. 48/4, 9th Parkovaya str, 105284, Moscow, Russia
: i Tel./Fax: +7 (495) 510-57-07, +7 (495) 737-39-36
i E-mail: info@xema.ru, info@xema-medica.com

! Intarnat: www. ama. ru, www.iema-madica 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, Chigindu 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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HiMedia Laboratories Pvt. Ltd.

For Life is Precious

Date: 018 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. Corobceanu
street. 7A, apt. 9, Chisindu 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, noti fy,
renew or modify the registration of medical devices on the territory of the Republic of

Moldova.

For HIMEDIA LABORATORIES PVT. LTD.,

Mr. V.MAVARKE.

DIRECTOR - SALES & MARKETING

REGISTERED OFFICE - 23, Vadhani Indl Est, LBS Marg, Mumbai - 400 086, India, 2

Tel :00-91-22-6116 9797 / 2500 1607 | Fax : 00-91-22-2500 2286 [t rrR o gl
CORPORATE OFFICE - A-516, Swastik Disha Business Park, Via Vadhani indl Est, LBS Marg, Mumbai - 400 086, India. |
Tel :00-91-22-6147 1918 / 2500 3747 | Fax :00-91-22-6147 1920 / 2500 5764 | Email info@himedialabs.com « -+ expect on

Web : www. himedialabs.com CIN - LB5155MH Bk



Document ref.: DoC 2018 vs. 11|

Declaration of Conformity

Page 1 of 72

|

DECLARATION OF CONFORMITY

1) Manufacturer (Name, department); HiMedia Laboratories Pvt, Ltd.

Address: 23 Vadhani Industrial Estate,LBS Marg, Mumbai - 86, MS, India

and

2)  European authorized representative: CEpartnerdU BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4U , EspoornLaan 13, 3951DB MAARN, THE NETHERLANDS. www.cepartnerdu.eu)

3)  Product(s) (groupnames /.):

[Group | Group name NL registration no. No—.‘
DCM&S | Dehydrated Culture Media & Supplements NL-CA002-2013-26442 | 1
"RPM Ready Prepared Media NL-CA002-2013-26448 | 2

Subgroups: Ready Prepared Plates, Ready Prepared Liquid & Solid Medium, Ready
Prepared Slants,Ready Prepared Dual Media, HiDip Slides, HiSafa Blood Culturing System,
Transport Medium w/ swabs, Viral Transport Medium w/ swabs, L.J.Medium Slants & Kits,
Biochemical Kits for Mycabacteria, UTI Diagnostic Kits, Biochemical Identification Kits

ESK Epidemiological Screening Kit: NL-CA002-2012-24117 | 3
Subgroups: Hi Aureus Cenfirmation Kits

ASS Antimicrobial Susceptibility Systems NL-CA002-2013-26444 | 4
Subgroups: Sensilivity Discs-Single & Multi Discs
MIC Strips: HiComb Strips & Ezy MIC Sirips

BDA Bacteriological Differentiation Aids NL-CA002-2013-26445 | 5
Subgroups: Readymade Stains, Indicators & Reagents in liquid, Differentiation Discs &
Strips, HiDlect Rapid Identification Discs

CCM Cell Culture Media NL-CA002-2013-26446 | 6
Subgroups: Karyolyping Media, Stem Cell Differentiation Media & Supplements, Stem Cell
Freezing Medium, Stem Cell Differentiation Kits ,Viral Transport Medium, Balanced Salt
Solutions, Antibiotic solutions, Animal Cell Culture Medium Liquid

MBP Molecular Biology Products NL-CA002-2013-26447 | 7
Subgroups: DNA & RNA Isolation Kits, Latex Agglutination Kits, Haematology Kits, Density
gradient Separation Medium, PCR Kits

type and model numbers: see appendix

4)  The product(s) described above is in conformity with:

]m Document No. \
[m vitro Diagnostic Medical Devices Directive 98/79/EC \

5)  Additional information (Conformity procedure, Notified Body, CE certificate \Registration nr., etc.):

Conformity assessment procedure for CE marking: In vitro Diagnostic Madi

Mumbai, India; 2018-30-10

(Place & date of issue (yyyy-mm-dd))

/\\W/

ce Directive, Annex [l|

A TAVARTAL

4 o
Dr. G.M.Warke , Map&ging Director
(name; funcﬁoyﬁ’ﬁ signature of manufac

vs, 2011-X

r

'\ _——Reclaration form: Standard |

d
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Can NTI11Y Cer' N B5T4/1

SYNTESYS S.AS DIRINALDO R, &8 C

ViA G GALILEL 10/3

25037 21 SELVE DI TEQLO PR

TEL. +39 049 9903B6E R.A FAX +39 0D 9903867
CODFISCALE PIVA NREGIMP. PADOVA DI573550288
E-MAIL INFOBSYNTESYSIT - WERB WWW SYNTESYSIT

AUTHORIZATION LETTER

¢, 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.
Chigindu 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

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S5.A.S.

~ PRODOTTI E STRUMENTAZION

ER ANALISI DI LABORATORIO - DISPOS ABLELA
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THE INTEHNATIONAL CERTIF!CATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an |QNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - [-35037 Selve di Teolo (PD)

has implemented and maintains a

Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of

products for laboratory analysis and sanitary products. Sale agency of instruments,

reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2018-06-04
First issued on: 2013-06-05
Expires on: 2019-06-04

This attestation is directly linked fo the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-83562

Alex Stoichitoiu

President of I(QNET

Ing. Claudio Proverti

President of CISQ

IQNet Partners™:
AENOR Spain AFNOR Certification France APCER Pormgal CCC Chprus CISQ Jialy

COC China CQM China CQS Czech Republic Cro Cent Croana DQS Holding GmibH Germany FC AV Bre
FONDONORMA lenezucla ICONTEC Colombia Inspecta Sertifiointi Oy Finlfnid INTECO Costar Ribii
IRAM Argentina JQA Japan KFQ Karea MIRTEC Greece MSZT Hungary Nemko AS Norwey NSAI ré}ar
NYCE-SIGE Mexico PCBC Poland Quality Austria Ausoria RR Russia SIT fsrael SK) Slovenia __"
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST 5t Petersburg Russia TSE Turkey ‘N 3]
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI lt.-
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:
SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)
has implemented and maintains a
Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products. Sale agency of instruments,
reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

UNI CEIl EN ISO 13485:2016

Issued on: 2018-06-04
First issued on: 2014-06-21
Expires on: 2019-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: IT-93779

Alex Stoichitoiu

Ing. Claudio Provetti
President of [ONET President of CISQ
[QNet Partners™:

AENOR Spain AFNOR Centification France APCER Portugal CCC Cyprus CISQ [taly
CQC Chinag CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Gennany: FC ;\V_ﬂ R

z FONDONORMA benezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Copfs?
IRAM drgenima JQA Japan KEQ Korea MIRTEC Greece MSZT Hungary Nemko AS Noivay YaFETHs
NYCE-SIGE Meévica PCBC Poland Quality Ausiria duseria RR Russia S1 fsrael S1Q Sii¥end
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e Santa b s CA SIS, HINA ] o E i s

Declaratuon of Conformxty
PRODUCT IDENTIFICATION™ "

Product name ModeUnumber
|Adeno / Rota Virus Test Devices ,

QuickProfile Rotavirus Antigen Test Card 71029

Quick Profile Adenavirus Antigen Test Card 71032

QuickProfile Adeno/Rola Combo Test Card | 71033

QuickProfile Adeno/Rota Test Strip 71051

Name of company Address Representatwe
LumiQuick 'Ifjivawé'ﬁuééti'cs,' Ine. 294{3 Scott Blvd. Jeff Wang

‘Santa Clara, CA |

95054

USA | |
AUTHORIZED
REPRESENTATIVE 7 _ ey I
éName of company Address Telephone!emall
Emergo EUFOPE Pnnsessegracht 20 1+31.70.345.8570 - phone

2514 AP | +31.70.346.7299 - fax

The Hague, Netherlands !europe@.emergogroup.com g

Route to compliance ;Standards applied
Annex Il of IVDD 98/79/EC  ISO 13485:2003
[Counml Directive

Device classnficatlon
Class: Self- Cemfy

LumiQuick Diagnostics, Inc. declarea that the above mentmned products meet the provision of the
Council Direclive 98/79/EC for In Vitro Diagnostic Medical Devices and Direclive 98/79/EC as
tfransposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

s 3\ -
TITLE: Quality Systems Manager SIGNATURE: X’L( ‘,f /\w»)
DATE: 28/04/2017 g

EC_Declatation_Letler,_Umergo Z200_MowAddress




Declaratlon of Conform:ty

PRODUCT IDENTIFiCATION a _ : ke
|Product name _ sModeHnumber

| Cardiac Marker Test Devices

%
QuickProfile Troponin | Serum Test Card f 75001
i QuickProfile Troponin | Whole Blood Tesl Card 75002
QuickProfile Cardiac Panel Serum Test Card | 75003 i
QuickProfile Cardiac Panel Whole Blood Test Card | 75004
‘ QuickProfile Myogiobin Serum Test card 75005 |
QuickProfile Myoglobin Whole Blood Test Card | 75008
| QuickProfile CK-MB Serum Test Card 75007
l QuickProfile CK-MB Whole Blood Test Card 75008
QuickProfile Troponin | Strip 75008
. QuickProfile CK-MB Strip 1 75010

QuickProfile Myoglobin Strip 75011

MANUFACTURER:
Name of company
LL|m|Qu1ck Dmgnoshcs Inc.

‘Reresentative

2946 Scolt Blvd Jeff Wang
/Santa Clara, CA

195054

USA

AUTHORIZED
REPRESENTATIVE

Name of company

Telephone!ema:l

Emergo Europe Prlnsessegracht 20 | +31.70.345.8570 - phone
I 2514 AP | +31.70.346.7299 - fax
' The Hague, Netherlands 'europ=Qemergogroup com

Route to compl:ance - Standards appited
Class Self-Certify ‘Annex Il of IVDD 98/79/EC ISO 13485:2003
Council Directive !

LumiQuick Diagnostics, Inc. declares that the above mentioned products meel 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: ?I L k_/
DATE: 28/04/2017 v [

EC Declaration Leller. Emergo _F2R0_NowAddrese
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Declarat:on oi' Conformlty
PRODUCT IDENTIFICATION | :

[Product name .Model!number
H. Pylori Abiig Test Devices |
! QuickProfile H, Pylen Anligen Test Card | 71020
' QuickProfile H Pylori Antibody Test Card Whole Blocd 71024
| QuickProfile H. Pylor Antibody Test Card-Serum | 71046
' QuickProfile H. Pylori Antigen Test Strip [ 71061
QuickProfile H. Pylori Antibody Serum Test Strip 71064

CQuickProfile M Pylort Anlibody W8 Tes! Stop 71088

Name of com pany Address i Representatwe

_Lum:Qulck Dlagnosncs Ine. 2946 sgotte.md Jeff Wang
Santa Clara, CA

AUTHORIZED'

REPRESENTATIVE : X B FEA _
lName of company A_d_d_ress Telephonelemail N
Emergo Europe Prinsessegracht 20 +31.70.345.8570 - phone

2514 AP +31.70.346,7299 - fax

|The Hague, Netheﬂands europe@emergogroup com

Route o rllance | Staldards applied
Class: Self-Certify Annex Il of IVDD 98/79/EC  1SO 134865:2003
Council Directive -

LumiQuick Diagnostics, Inc. declares that the above mentioned prod.cts meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnestic 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: /.-) ? "( ;ﬂu;,
DATE: 28/04/2017 (

LG Declaration_Lelter Bmergo E2R0NewAddiess
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Rovyal Charter

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 13485:2016 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.

J M J/&,—;

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2011-10-20 Effective Date: 2017-10-20
Latest Revision Date: 2018-11-21 Expiry Date: 2020-10-19
(ssE iz Page: 1 of 1
6
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STATEMENT

We, TCS Biosciences Ltd., having a registered office at Botolph Claydon,
Buckingham, MK 18 2LR, England assign Sanmedico SRL having a registered
office at str. A. Corobeeanu 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, notity,
renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

Date { 23 ;’}‘btw 201\8

Signature: & Aareen
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bsi.

Certificate of Registration

ENVIRONMENTAL MANAGEMENT SYSTEM - ISO 14001:2015

<4
By Royal Charter

This is to certify that: TCS Biosciences Ltd
Botolph Claydon
Buckingham
MK18 2LR
United Kingdom

Holds Certificate Number: EMS 590359

and operates an Environmental Management System which complies with the requirements of I1SO 14001:2015 for
the following scope:

The procurement, manufacture and sale of a range of diagnostic products for
clinical, pharmaceutical, food and environmental laboratory testing.

For and on behalf of BSI:

Andrew Launn, EMEA Sys Cert Ops & Compliance Director

Original Registration Date: 2013-06-10 Effective Date: 2016-01-27
Latest Revision Date: 2017-07-17 Expiry Date: 2019-01-26

Page: 1 of 1
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