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IALALY

www.dialab.at

AUTHORISATION LETTER

Wr. Neudorf, 06.02.2019

TO WHOM IT MAY CONCERN

We, DIALAB Produktion und Vertrieb von chemisch-technischen
Produkten und Laborinstrumenten Gesellschaft m.b.H., headquarter in
Austria, IZ-NO Siid, Hondastrasse Obj. M55, A-2351 Wr. Neudorf hereby declares
that the below mentioned company is our official representative and is
authorized to register, sell and distributor our products in the territory of Moldavia:

ECHIPAMED PLUS SRL
Valea Trandafirilor str., 24B, of.80,
MD-2001 Chisinau, Moldova

This certificate remains in force from 01.01.2019 until 31.12.2019 or is
terminated during that period on the expiry of not less than 30 days’ notice in
writing given by either party to the other.

Signed for and on behalf of

DIALAB Produktion und Vertrieb von
chemisch-technischen Produkten und
Laborinstrumenten Gesellschaft m.b.H
Objekt M55

A-2351 Wr. Neudorf

AUSTRIA

Christina Schneider
Export Manager

Managing Directar | Geschattstuhrer Ra:ttarsen Regionalbank Masdling
Murat Estebik. Gepl. Ing. Marlene Ramsey BIC / SWIFT: RLNWATWWOTD

FN 108 078p | Landesgencht Wr Neusiadt IBAN £ AT97 3225 0000 0070 6739
UID/VAT. ATU 150 136 06 | DVR. 0130885 IBAN USD:  ATSZ 3226 G301 D070 473Y

1Z-NOE Sued

von - Hondastrasss et
Produkten unid Laborinsirumenten 2351 WR NEUDORT
Gesatischall mb H AUSTRIA



mdc medical device certification GmbH
certifies that

Dialab Produktion und Vertrieb von
chemisch- technischen Produkten und
Laborinstrumenten Gesellschaft m.b.H.

1Z-NOE Sued, Hondastrasse, Objekt M55
2351 Wr. Neudorf
Austria

for the scope

production and distribution of reagents and reagent products for in-vitro diagnosis
as well as distribution of instruments for in-vitro diagnosis including accessories

has introduced and applies a

Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2012 + AC:2012 - ISO 13485:2003 + Cor. 1:2009

Valid from 2016-04-13
Valid until 2019-04-12
Registration no. D1419000001
Report no. P16-00378-68897
Stuttgart 2016-04-13
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

Product Service

No. V1 026709 0004 Rev. 00

Manufacturer: DIALAB Produktion und Vertrieb von
chemisch-technischen Produkten und

Laborinstrumenten Gesellschaft m.b.H.
1Z-NOE Sued

Hondastrasse, Objekt M55

2351 Wr. Neudorf

AUSTRIA

Facility(ies): DIALAB Produktion und Vertrieb von chemisch-technischen
Produkten und Laborinstrumenten Gesellschaft m.b.H.
|IZ-NOE Sued, Hondastrasse, Objekt M55, 2351 Wr. Neudorf,
AUSTRIA

Product Category(ies): Products for determination of infection markers
for HIV and Hepatitis

Model(s): DIAQUICK HCV
DIAQUICK HIV

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. See
also notes overleaf.

Report no.: 713139129
Valid from: 2019-01-16
Valid until: 2024-01-15

Date, 2019-01-16 f / v

Stefan Preif}
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body + Ridlerstralle 65 - 80339 Munich « Germany
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