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OncoTherm Group

Comman Quality Management System based on:

80 Cuality Sysaem
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~93/42 EEC Madical Davice Dirsctive (MDD}

Therefore we have 8 common quality system based on the conceming IS0 standards and MDD, which provides
that our are working in a well way and we advert all requirements/demnands coming from our
customers and from the national, intemabional reguiatons.
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Objectives of the presentation:

=Show the basis of the parmanant improvement of the eflicacy Of ONCOheE
wombined with high quality and complete safiety for the users and patients.
»Kmeping up the trust of our usens and polential customers

Basic points:

+  Oncothenm devices are prepaned by tsam-working of highly qualified expens
< This unification of the German medical and CONStructivir knowldn with the
gamrﬁ Eurapaan manufacturing culturs basad on tha concaming requirsmants

- a parfect batweean the research, medical
hnmoﬂpe marketing, manuacturing and services
¥ Oncotherm operates in the frame of strict German quality 3

systems based on the below mentioned aspects.

» Our dévices ars distributed for over fiflesn countries wordwids, using the
German madical knowledge and practical expartise

= Most medical fesdbacks are coming from the smart Garman physicians from
mara than hundred oncothermia installations in tha country. This is a good
|nDu|ht|hel=u-ﬁ1 de!'qﬂlnddwdwmnwﬂnlnmwhn\hdﬂ

- Fevdbodl tfrom the servce activity and the customer service is an integratve
pant of the company's progress. These pieces of information dwectly and
perMMy improve oncothenia method and ils devices

» facidties are reachng Nexitie and quickly

on this markat demands and challenges.
Tha oncothermia maethods are in the focus of our marketing policy. The
devices are serving this state-ol-art methodology. giving effective weaponry in
the hand of the medical 18N for ightng in the war against cancer, This
marketing siralegy requests integrative and tight cooperation with research,
design and by of
mderm techrical and medical knowledge

Oncothermia marketing and m
are working like an int ve unit that L
us strong and aﬂ‘acﬁva on the market.

Our quality management systems are satsfying the highest Eurcpean medical
standards. The production process of e devices has 15013485 medical standard
and |t s approved by TUV 8id Product Service GmbH (Munich, Germany), wha
also cerifies our products according fo the Ewcpean Medical Device Direclive
(medical CE-mark)

The business processes have also e highest standard (IS09001) granted by the
TUV Sud Management Service GmbH (Munich, Germany), wouching for the

Approval by TOV Std (Munich, Germany)

Oncotherm System (0S) =
Oncotherm Device (OD) + Oncotherm Method (OM)

Made in EU by German approval

avalable to satisfy users and potential
CasstOmMenrs.

TUV 80d as the largest Nobfied Body for medcal devices in EU justiies the operaton
of our qualty management sysiems and heeps it well-cortrolled to fulfil every
necassary European requiremaents

Conclusion:

The OncaTherm Group is a marketing mathod which is in synergy with the devwices and jeintly presanted on the market as a
systam. There (& more than 20 years hard work, and behind the System which cenifies that
this sys18m has $100d the test of the time.
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Inteqrity:

e don't sell only @ device but an OncoTherm System which consists of
OneoTherm Device and OncoTherm Method

Full process is controfied by unified overall leadership and unified overall Quaity systom!

oncothermia systa,,




