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Anett Gallné-valyi
Quality Manager of Oncotherm Group

OncoTherm Group Objectives of the presentation:
Common Quality Management System based on: »Show the basis of the permanent improvement of the efficacy of oncothermia
combined with high quality and complete safety for the users and patients
»1S0 Quality System Requir »Keeping up the frust of our users and potential cusomers
»1S0 13485:2003/AC:2009 Medical Devices Quality Systems for regulatory purp

»93/45 EEC Medical Device Directive (MDD)

Therefore we have a common quality system based on the conceming ISO standards and MDD, which provides . .

that our processes are working in a well controlled way and we advert all requirements/demands coming from our Basic points:

customers and from the national, intemational regulations

¥ Oncotherm devices are prepared by team working of highly qualified experts
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systems based on the below mentioned aspects
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more than hundred oncothermia installations in the country This is a good
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» Feedback from the service acfivity and the customer service is an integrative

Mamting part of the company’s progress These pieces of information directly and
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devices are serving this state of art y, giving effective in

H the hand of the medical staff for fighting in the war against cancer This

ClIStomer service marketing strategy requests integrative and ngm coupuanm with research,

design and by i of

modem fechnical and medical knowiledge

Research

Design and development

Manufacturing

i ivi Oncothermia marketing and manufacturing arms
SeRaCH IRy are working like an integrative unit that makes
us strong and effective on the market.

Our quality management systems are satisfying the highest European medical
standards The production process of the devices has 1S013485 medical standard
and it is approved by TOV Sid Product Service GmbH (Munich, c-m-ny) who
also cerffies our products according to the European Medical Device Dir
(medical CE mark)

The business processes have also the highest standard (1ISO9001) granted by the
TOV sod u.ug-mm Service GmbH (Munich, Germany), vouching for the

dardized to satisfy oncothermia users and potential
cusiomers

Approval by TOV Sid (Munich, GermanY) TOV Std a5 the largest Notfied Body for medical devices in EU justfies the operaton
of our quality management systems and keeps it well controlled to fulfil every
necessary European requirements

_ Integrity:
OnCOtherm SyStem (OS) B We don't sell only a device but an OncoTherm System which consists of

Oncotherm Device (OD) + Oncotherm Method (OM) OncaTherm Device and OncoTherm Method

P I l d G ll I ln E“ G a Full process is controlied by unified overall leadership and unified overall quality system!
! II Oncothormia Syste

Conclusion:

The OncoTherm Group is a markefing method which is in synergy with the devices and jointly presented on the market as a
system Thereis a 21 years hard work, experience and knowledge behind the OncoTherm System which cerfifies that this system
has stood the test of the fime

OncoTherm Group doesn’t follow the practice of the large i E jes who are ing the
manufacturing outside Europe We do evenything in Europe and proud on that high level production culture which is represented
by our 21 years oid company
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