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Authorisation to Distribute

TCS Biosciences Limited, having registered offices in Botolph Claydon, Buckingham MK18 2LR,
England, confirms that:

SanMedico SRL, str. Petricani 88/1, office 10, MS-2059, mun.Chisinau, Republic of Moldova

is authorised to promote and sell the TCS Biosciences range of products in the Republic of Moldova,
on a non-exclusive basis.

SanMedico SRL is also authorised to participate in tenders, to submit quotations and to deliver these
products within the territory of the Republic of Moldova.

This letter of authorisation is valid for 1 year from the date of issue but can be terminated by either
party provided that a notice period of 3 months is given.

This authorisation may be extended by 1 year, by mutual agreement between TCS Biosciences
Limited and SanMedico SRL.

Signed:. | Date: 15 January 2018

Name: Lesley Ayres
Title: Key Account Manager

Pyl by Registared in England No. 2172000 Vat No. GB 729 454 86
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

By Royal Charter

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

Holds Certificate Number: FS 28907

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

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

i

For and on behalf of BSI;

Andrew Launn, EMEA Sys Cert Ops & Compliance Director

Original Registration Date: 1994-08-11 Effective Date: 2016-01-27
Latest Revision Date: 2017-07-17 Expiry Date: 2019-01-26
d? Page: 1 of 1
S ..making excellence a habit”

This certificate was Issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated gnline.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact; BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP, Tel; + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.




bsi.

Certificate of Registration

ENVIRONMENTAL MANAGEMENT SYSTEM - ISO 14001:2015

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 ISO 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
m Page: 1 of 1
S ..making excellence a habit”
003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed coples can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP, Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies,
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@ HiMedia Laboratories Pvt. Ltd.

For Life is Precious

w

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. Corobceanu
street 7A, apt. 9, Chisinéu 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.,

DIRECTOR - SALES & MARKETING

REGISTERED OFFICE - 23, Vadhani Indl Est, LBS Marg, Mumbai - 400 086, India.
Tel: 00-91-22-6116 9797 / 2500 1607 | Fax : 00-91-22-2500 2286

CORPORATE OFFICE - A-516, Swastik Disha Business Park, Via Vadhani Indl Est, LBS Marg, Mumbai - 400 086, India, .
Tel : 00-91-22-6147 1919 / 2500 3747 | Fax : 00-91-22-6147 1920 / 2500 5764 | Email :info@himedialabs.com | sevexpectonlyq ol

Web :www.himedialabs.com | CIN  UB5195MH 198N TN

£
15 - 200
{s] m ?DD 5

p.




P 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 BY,

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

3)  Product(s) (groupnames /):

Group Group name NL registration no.
DCM&S | Dehydrated Culture Media & Supplements NL-CA002-2013-26442
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, HiSafe Blood Culturing System,
Transport Medium w/ swabs, Viral Transport Medium w/ swabs, L.J.Medium Slants & Kits,
Biochemical Kits for Mycobacteria, UTI Diagnostic Kits, Biochemical Identification Kits

ESK Epidemiological Screening Kit: NL-CAD02-2012-24117 | 3
Subgroups: Hi Aureus Confirmation Kits 5
ASS Antimicrobial Susceptibility Systems NL-CA002-2013-26444 | 4 "

Subgroups: Sensitivity Discs-Single & Multi Discs
MIC Strips: HiComb Strips & Ezy MIC Strips
BDA Bacteriological Differentiation Aids NL-CA002-2013-26445 | 5
Subgroups: Readymade Stains, Indicators & Reagents in liquid, Differentiation Discs &
Strips, HiDtect Rapid Identification Discs

CCM Cell Culture Media NL-CA002-2013-26446 | 6
Subgroups: Karyotyping 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) e product(s) descri bove is i ity with: .
Title Document No. '
In vitro Diagnostic Medical Devices Directive 98/79/EC \

5)  Additional information (Conformity procedurs, Notified Body, CE certificatg \Registration nr., etc.);
a Diév{ce Directive, Annex |

Mumbai, India; 2018-30-10

(Place & date of issue (yyyy-mm-dd)) (name, functiop £hd signature of manufacturer)

vs, 2011-X
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