#1951 Budapess, Zrinw i 3

OGYEI
f f 1372 PO, Bax-459,

Wational institute ¢f Tel: ~36 % 8F BY-300 Fax: +36 1 38 68 4B7

Pharmacy and Nulritign

Eanail pgyeiissoyelgev.ho, Wl YL DGYRL GOV

-

Ceparimant of edical Davicss
Case No.: OGYEL/16655-3/2020
Subject: Certificate for third countries
Consultant: Henrietta Kopornoky
FREE SALES CERTIFICATE

On request of the t. (4031 Debrecen, Vag u. 4. Hungary) the National Institute of Pharmacy
and Nutrition hereby certifies, that on the basis of information provided, the medical device(s) named

below and detailed in the attachment (if applicable), which is/are manufactured by the above economic
operator, has/have been affixed with the CE mark under the Directive 98/79/EC of the European
Parliament and of the Council on in vitro diagnostic medical devices and/or the Council Directive
93/42/EEC concerning medical devices (as amended) which was transposed into Hungarian national law
[decree No. 8/2003. (III. 13) of the Ministry of Health, Social and Family Affairs on in vitro diagnostic
medical devices and /or decree No. 4/2009 (IIl. 17) of the Ministry of Health on medical devices, as
amended] may be freely sold in all member states of the European Economic Area (EEA) including

Hungary.

EC type Holter systems
with Cardiospy software

including| EC-2H, EC-3H, EC-12H, EC-ABP EC-3H/ABP models

EC type resting and stress test ECG systems

with Cards :
includinglEC-lZR, EC-12RM, EC-12S, EC-12R/S, EC-3R1T, EC-12RT!/ EC-12LT models

This- certificate has been issued to Hungarian exporters for use in third countries to support the

application for permission of placing the above mentioned devices on the market.
A Free Sales Certificate should not be taken as a Government endorsement of any product that is referred

to on the certificate or its attachment.

Budapest, 19 March 2020
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dr. Kornél Szerd:
Head of Department
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dr. Hodosi, Gabor
Civil Law Notary
holder of a language license in English and German
appointed to Notarial Seat No. 1 of Hajdubdszoérmeny
official electronic contact information in short: MOKKIT
Seat Code: K32018 , KRID: 342479118
H-4220 Hajdubdszoérmény, Hungary, Bocskai tér 2.
Tel: + 36 52 561-042 , Tel: + 36 52 561-043
Email: iroda.hodosi@kozjegyzo.hu

English language license No: 2/2017.
File No: 32018/Z./297/2020.

I the undersigned Notary in and for the City of Hajdubdszérmény hereby certify that this
document on the other side is a true and faithful copy of the document, name of “FREE
SALES CERTIFICATE”, which bears one signature (which is seemed to be original), one
stamp (which is seemed to be original) having been produced to me as original.----------==------
At Hajdiboszormény on the 8th (eighth) day of April, 2020 (two thousand and twenty). -

The Ministry of Foreign Affairs and Trade
of Hungary certifies the seal and
signature of the Hungarian Chamber of
Civil Law Notaries appearing on this
document.
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