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Declaration of Conformity

DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): HiMedia Laboratories Pvt. Ltd.
Address: 23 Vadhani Industrial Estate,l.LBS Marg, Mumbai - 86, MS, India
and

2)  European authorized representative: CEpartnerdl) BV,

Address: ESDOORNLAAN 13, 3951DE MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4l , 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-CAD02-2013-26442
RPM Ready Prepared Media | NL-CAD02-2013-26448
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
ASS Antimicrobial Susceptibility Systems NL-CAQ002-2013-26444 | 4
Subgroups: Sensitivity Discs-Single & Multi Discs
MIC Strips: HiComb Strips & Ezy MIC Strips
BDA Bacteriological Differentiation Aids : NL-CAQ02-2013-26445 | 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 Madia, 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-CAQ002-2013-26447 | 7
Subgroups: DNA & RNA Isolation Kits, Latex Agglutination Kits, Haematology Kits, Density
gradient Separation Medium, PCR Kits

ype and model numbers: see appendix

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

Title Document No.
In vitro Diagnostic Medical Devices Directive 98/79/EC i

5)  Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., efc.):
Conformity assessment procedure for CE marking: /n vitro Diagnostic Medicgl/Devige Directive, Annex IlI

/
Mumbai, India; 2019-04-22

AR
Dr. G.M.Wark{/ap ing Director
and
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IVD solutions through partnership

Mast \ /
Group

Mast Group Ltd.
Mast House
Derby Road
Bootle

Merseyside L20 1EA
United Kingdom

Tol. +44 (0)151 033 7277
Fax +44 (0)151 944 1332

www,mastgrp.com

EC DECLARATION OF CONFORMITY

We hereby declare that the devices described below comply with those provisions which apply to them
of the European Directive 98/79/EC on in vitro diagnostic medical devices, as set out in UK Statutory
Instrument 2002 No. 618 “The Medical Device Regulations.”

This declaration is valid for the IVD medical devices described below which are placed on the market by
ourselves on or after the date hereof and which bear the CE mark. It is also valid for all the 1VD medical
devices described below which are manufactured by us and placed on the market on or after the date
hereof by third parties with our consent and which bear the CE mark. All supporting documents relating
to this declaration are retained at the manufacturer's premises.

Product | Product description IVD Directive classification | EDMS code

code | ' gt i ;

Various | MAST® ID identification test paper products - Selilr cerlification Annex Il| 1402020100, 1402020200.
discs, rings and strips. Products for presumptive | excluding seclion 6 1402020400, 1402020800,
identification of biochemical reactions or 1402029000.
detection of a specific reaction profiles in (codes registered - 24/03/2003)
microbes.

Standards applied: EN 1SO 13485:2016, ISO 9001:2015, EN SO 14971:2012, EN SO 18113-1 2011
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN ISO 15223-2:2010.

Declaration Made by .. .......o...isoresios i S e Date: 30 January 2019
D N Hogben, Quality Assurance and Regulatory Affairs Manager ~ Mest Group Ltd.

Document valid till: 31 December 2021

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom
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Diagnostic de laborator si dispozitive medicale de uz personal

\ Adresa: mun. Chisindu, str. Petricani 88/1, etaj 3, of.10
IDNO: 1003602008154
Telefon/fax: 022 623 032; 060155788

sa n med ico Email: sanmedico.office @gmail.com; info@sanmedico.md

Website: www.sanmedico.md

Catre grupul de lucru Achizitii Publice al
Agentiei nationale pentru s3nitate publici
Achizitie cu costuri mici nr. 21027068 din 14.08.2020
Data: 14.08.2020

DECLARATIE

Prin prezenta, compania SRL Sanmedico, pentru pozitiile cstigatoare la procedura de
achizitie cu costuri mici nr. 21027068 din 14.08.2020, garanteazi ci:

1. Termenul de valabilitate, la livrare, indicat pe ambalaj de producitor va finu mai mic de
80-90% din cel initial;
2. Inmomentul livrarii bunurilor s¢ va prezenta certificatul de calitate si certificatul IVD

Cu respect,

Goreacii Vitalie |

Sanmedico ©) @sanmedico www.sanmedico.md
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