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The market research aims to:

e Determine the size of Slovenian pharmaceuticals manufacture market
e QOutline the main players in the sector

e Evaluate the potential for growth

e Indicate the future trends

1. Methodology

The market research followed a methodology based on desktop research.
We looked through official sources including World Health Organization,
International Federation of Pharmaceutical Manufacturers & Associations,
European Federation of Pharmaceutical Industries and Associations, research firm
IMS Health, Agency for Medicinal Products and Medical Devices of the Republic of
Slovenia (JAZMP), Ministry of Health of Slovenia, Slovenian Pharmaceutical
Society and Slovene Chamber of Pharmacy.

We have gathered and analysed data from the companies’ annual reports
and monitored latest news in the pharmaceutical sector in Slovenia. The
manufacturers of natural products and food additives are not included in the
research.

2. Overview

The majority of global pharmaceuticals sales in 2012 were realised in
North America (USA and Canada) with 41%, followed by Europe with 26.7%,
Africa, Asia and Australia (excluding Japan) with 14.7%, Japan with 11.7% and
Latin America with 5.9%.
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Chart 1 - Global pharmaceuticals sales in 2012
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Although Slovenia’s population stood at two million people in 2012, its
pharmaceutical market is one of the most developed in Central and Eastern
Europe according to market intelligence company Business Monitor International
(BMI). This is due to the well-established tradition of pharmaceuticals
manufacturing in the country and its tight relations with European Union (EU).
Slovenian pharmaceutical market size was EUR 738 min in 2012, of which generic
medicines accounted for 32.5%.

2.1Macroeconomic background

Slowdown in economic activity and soaring unemployment rates put a
mark on the year in Slovenia and all over in Southeastern Europe (SEE). The
recession in the Eurozone had unfavourable influence upon SEE countries’ foreign
direct investment and external demand.
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Table 1 — Macroeconomic indicators

(V) (V)
change in %as | change in %as Real GDP (Y/Y | Real GDP (Y/Y | Jobless rate (%| Jobless rate (%

Country of end-year)in | of end-year)in changein % in|changein % in| of workforce) | of v_vorkforce)
in 2011

Albania 20 35 17 3.0 130 133
Bosnia and

Herzegovina 21 3.7 05 10 317 276
Bulgaria 30 42 0.8 18 n4 04
Oroatia 34 23 2.0 00 158 135
Kosovo 25 73 38 45 448 394
Macedonia 33 39 0.3 28 310 314
Moldova 46 7.6 0.8 6.8 56 6.7
Montenegro 41 31 05 32 197 19.7
Romania 33 58 0.7 22 56 51
Serbia 78 110 -17 16 239 230
Sovenia 26 18 23 0.6 130 21

Source: SeeNews

Chart 2 — SEE Countries Main Macroeconomic Indicators

SEE Countries* Main Macroeconomic
Indicators
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*SEE countries include: Albania, Bosnia and Herzegovina, Bulgaria, Croatia,
Kosovo, Macedonia, Moldova, Montenegro, Romania, Serbia and Slovenia
Source: SeeNews
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In 2012 Slovenia suffered the most severe recession in the region with
minus 2.3% on the year. It resulted from a considerable reduction in domestic
investment spending, insufficient government and household consumption and a
negative trade balance. Slovenia’s GDP is expected to further go down in 2013.

The number of people living in Slovenia in 2012 was 2,058,123, up by
more than 30,000 people compared to 2008. Population is expected to grow
further which means that the volume of pharmaceuticals production and sales will
also increase.

Chart 3 - Slovenia’s Population
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Source: Statistical Office of the Republic of Slovenia

2.2 Total revenue of top 20 pharmaceutical manufacturers in SEE
region

In 2012 Slovenia’s drug companies Krka d.d. and Lek d.d. registered the
highest total revenue out of the 20 biggest pharmaceutical manufacturers in SEE
region in terms of total revenue and they captured a 52% market share.
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Table 2 - Pharmaceuticals Manufacturers in SEE

Company name Country revenue
2012 (EUR
Slovenia 1,060,027,000
Slovenia 697,910,862
Croatia 439,549,966
Serbia 220,990,923
Romania 119,025,687
Romania 109,257,878
Bulgaria 108,314,629
Bulgaria 107,520,081
Macedonia 94,058,504
Bulgaria 91,636,287
Romania 72,894,748
Serbia 59,322,085
Romania 59,187,383
Bosnia and
Herzegovina 58,219,908
Romania 25,152,168
Bulgaria 22,944,223
Bulgaria 17,239,228
Bulgaria 11,180,931
Bulgaria 8,897,501
Bulgaria 8,667,420

* Actavis Operations EOOD manages two pharmaceutical plants operated by
Balkanpharma Dupnitsa AD and Balkanpharma Troyan AD
Source: SeeNews Top 100 SEE (www.top100.seenews.com)

Slovenian Krka and Lek’s total revenue per capita in 2012 also was the
highest compared to the other pharmaceutical manufacturers from top 20 in SEE.
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Chart 4 - Total Revenue per Capita of top 20 SEE pharmaceutical
manufacturers in 2012
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Source: SeeNews

3. Legislation

The main legislation documents dealing with medicinal products
manufacturing in Slovenia are:
e Medicinal Products Act (Official gazette of RS No 31/2006) - The act

regulates medicinal products for human and veterinary use, settles
conditions and measures for quality assurance, safety and
efficaciousness. It also stipulates conditions and procedures for
medicinal products’ testing, manufacture, pricing, sales, control and
supervision aiming at protecting public health. The act defines the
founding of the Agency for Medicinal Products and Medical Devices
of the Republic of Slovenia (JAZMP) and its tasks as well. In May
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2008, Act amending the Medicinal Products Act (Official gazette
of RS No 45/2008) became effective.

e Rules on specific conditions for pharmaceuticals manufacture and
on policy of issuing and revoking GMP (Good Manufacturing
Practice) certificates (Official Gazette of RS, No 91/2008 )

e Rules on conditions that must be fulfilled by individuals for
analytical testing of pharmaceuticals and the procedure for
checking whether the conditions are met (Official Gazette of RS, No

16/2010 )

4. Stakeholders in Slovenian pharmaceutical market

JAZMP is the agency responsible for regulating the medicinal products
market in Slovenia. It was established as a result of merger between the Agency
of the Republic of Slovenia for Medicines and Medical Devices (ARSZMP) and the
Institute for Pharmacy and Drug Research, Ljubljana (ZAF) in January 2007.
Since then JAZMP has all rights and obligations of ARZSMP and ZAF.

Another main stakeholder in the sector is the Ministry of Health of
Slovenia. Its work is related to healthcare and health insurance including
manufacture, trade and supply of drugs and medical products. The safety of
products for general use is also in the scope of the Ministry’s duties.

It is required by law that every pharmacy in Slovenia is a member of the
Slovene Chamber of Pharmacies which was established in 1992.

Slovenian Pharmaceutical Society is a voluntary association of employees
in the pharmaceutical sector whose works include publishing the Pharmaceutical
Journal of Slovenia and national bulletin of medicinal products Farmakon.

5. Manufacturing of pharmaceuticals in Slovenia

5.1Market size

The number of enterprises working as manufacturers of basic
pharmaceutical products and preparations increased to 21 in 2011 from 17 in the
period between 2008 and 2010 according to the Statistical Office of the Republic
of Slovenia.
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Chart 5 - Number of Manufacturers of Basic Pharmaceutical Products and

Preparations
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Source: Statistical Office of the Republic of Slovenia

The number of companies that held licences for medical products
manufacturing issued by JAZMP as of end-Sept, 2013 was 40. Seven of them
were operating on the Slovenian market as pharmaceuticals manufacturers and
traders, and 19 companies’ main activity is wholesale of pharmaceuticals. The
majority of them are representative companies of foreign pharmaceutical
companies.
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Chart 6 - Number of Companies that Held Licences for Manufacture of
Medicinal Products as of Sept 30, 2013

Number of Companies that Held Licences
for Manufacture of Medicinal Products as of
Sept 30, 2013
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Source: SeeNews

The net sales revenue of the seven pharmaceutical manufacturers totalled
EUR 1.71 bln in 2012, with a compound annual growth rate (CAGR) of 4.56%.

Table 3 - Slovenian Pharmaceuticals Manufacture Market
Slovenian Pharmaceuticals Manufacture Market

Net sales
revenue Market Net sales Net sales
2012 (min Market penetation |revenue2011| Market | revenue 2010 Market
EUR) share 2012 2012 (min EUR) | share 2011 (min EUR) share 2010
Krka, d.d., Novo Mesto
1035 60.6% 60.6% 957.65 60.1% 932.37 62.4%
Lek dd. 660.43 38.7% 99.3% 623.08 39.1% 55252 37.0%
Marifarm d.o.0. 438 0.3% 99.5% 345 0.2% 174 0.1%
Farmicom d.o.0. 356 0.2% 99.7% 305 0.2% 258 0.2%
Gdex dd. 245 0.1% 99.9% 444 0.3% 5.34 0.4%
Lekarna Ljubljana 215 0.1% 100.0% 182 0.1% NA NA
Gorenjske Lekarne 0.09 0.0% 100.0% 0.10 0.0% 0.07 0.0%
Total 1708 100% 1594 1,495

Source: Slovenian Trade register, Companies’ non- consolidated annual reports
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5.2 Main players

The pharmaceuticals manufacturing market in Slovenia is small and highly
concentrated by the two big players, Krka d.d. and Lek d.d.

Chart 7 — Market Share of Krka d.d. and Lek d.d.

Market Share
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Source: SeeNews

The market share of Krka d.d. in terms of net sales revenue was 61.0% in
2012, up by 1.0% year-on-year and down by 1.0% compared to 2010. In 2012
Lek d.d. kept its position with 39.0% market share in terms of net sales revenue
as in 2011, up by 2.0% compared to 2010.

Krka manufactures generic medicines, its main business is manufacturing
and sale of prescription pharmaceuticals. Krka is one of Slovenia’s top exporting
companies. It sells its products to more than 70 countries worldwide. In 2012 the
exports value of Krka accounted for 92% of the company's net sales revenue. The
company is listed on Ljubljana Stock Exchange and Warsaw Stock Exchange. Krka
owns and manages plants in Slovenia, Croatia, Germany, Poland and Russia.
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Chart 8 - Manufacture of Finished Pharmaceutical Products (in billion
units) by Krka d.d.
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Source: Krka d.d. annual report 2012
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Table 4 — KRKA d.d. Profile

Krka d.d.

July 13, 1989
8000 Novo mesto, 6 Smarjeska cesta Str.

www.krka.biz
info@krka.biz
+386 733121 11
+386 7 332 15 37
e Slovenska Odskodninska Druzba d. d. -
14.99%
e Kapitalska Druzba d. d. - 9.86%
e Societe Generale-Splitska Banka d. d. -
3.40%
e Hypo Alpe-Adria-Bank d. d. - 2.38%
¢ New World Fund Inc. - 2.13%
e Luka Koperd. d. - 1.23%
e Zavarovalnica Triglav d. d. - 1.10%
e American Funds Insurance Series - New
World - 1.00%
e Unicredit Bank Hungary Zrt - 0.98%
e Unicredit Bank Austria AG - 0.97%

¢ Joze Colaric - CEO

e Ales Rotar - R&D Director

e Danica Novak Malnar - Worker Director

e Vinko Zupancic - Director of Product Supply

e Zvezdana Bajc - Director of Accounting and
Controlling

e Marko Lampret - Technical Director

e Zdravko Cuk - Director for Southeastern
Europe
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Products:
e prescription drugs
e non-prescription products
e veterinary products

Services:
health resort and tourist services

Europe

Africa (Southern Africa, Northern Africa, Western
Africa)

Australia and New Zealand

America (Caribbean, Central America, Northern
America, South America)

CIS countries

Asia (Eastern Asia, South-central Asia, South-
eastern Asia, Western Asia)

Middle East: Israel, Lebanon, Saudi Arabia, United
Arab Emirates, Yemen

BS OHSAS 18001:2007 Safety and health
management certificate, valid until November 30,
2014

ISO 9001:2008 Quality management systems
certificate, valid until November 30, 2015

ISO 14001:2004 Environmental management
systems certificate, valid until November 30, 2014
ISO/IEC 27001:2005 Information security
management systems, valid until November 06,
2013

Table 5 - Lek d.d. Profile

Lek d.d.
Aug 23, 2002
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1000 Ljubljana, 57 Verovskova Str.
www.lek.si

info.lek@sandoz.com

+386 1 580 21 11

+386 1 580 24 32

Novartis AG

Patrick Donnelly - CFO
Barbara Kozina - IT manager
Samo Ros - HR manager

e prescription medicines

e over-the-counter medicines

e active pharmaceutical ingredients
e veterinary products

e cosmetics

Europe

Africa (Southern Africa, Northern Africa, Western
Africa)

Australia and New Zealand

America (Central America, Northern America,
South America)

CIS countries

Asia (Eastern Asia, South-central Asia, South-
eastern Asia, Western Asia)

Middle East

ISO 14001 Environmental management systems
certificate

OHSAS 18001 Safety and health management
certificate

Lek is owned by Novartis AG. It has representative offices in more than 20
countries around the world and has pharmaceutical plants in Slovenia, Romania
and Poland. In 2012 the exports value of Lek accounted for 90% of the
company's net sales revenue.

Sales: phone: +43 1229 7120 Austria | +359 2 80 12 600 Bulgaria | +44 203 608 1431 UK | +1 202 503 9945 USA
Editorial enquires: phone: +359 2 80 12 679 | fax: +359 2 80 12 801 | 64 Kiril i Metodiy, 1202 Sofia, Bulgaria
sales@seenews.com | research@seenews.com | research.seenews.com


http://www.lek.si/
mailto:info.lek@sandoz.com

Seeprs
Research on demand

6. Prices

Consumer prices of pharmaceuticals in 2013 went up by an average of
0.8% year-on-year as of September 2013. They increased with an average of
1.8% in the period between 2009 and 2012. Rise was registered each year,
except for 2011 when the prices slightly fell. The consumer prices in 2008, before
the crisis in Eurozone, increased by 0.3% year-on-year.

Chart 9 — CPI change of pharmaceuticals

CPI change of pharmaceuticals
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Source: Statistical Office of the Republic of Slovenia

The market value of prescription medicines in Slovenia in 2012 amounted to
EUR 529 min, down by 3.8% on the year, according to the annual report of
Slovenian pharmaceutical company Sanofi-Aventis d.o.0. The main reasons for
the decrease were the measures taken by the Health Insurance Institute of
Slovenia (HIIS) which resulted in decreased medicines prices. The prices of
reference medicines also dropped due to decreased prices in the reference
countries such as Germany, France and Austria and due to great market
penetration of generic pharmaceutical companies. The prescription medicines’
share of the total pharmaceutical market in 2012 accounted for 16%.
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7. Exports and imports

The value of pharmaceuticals import to Slovenia did not undergo major
changes in the period between 2008 and 2012 and an average of EUR 0.8 bin
was registered. However the value of pharmaceuticals exports from Slovenia
increased in 2012 by 10% year-on-year and stood at EUR 2.1 bln compared to
EUR 1.6 bIn in 2008.

Chart 10 - Slovenia’s Exports and Imports of Pharmaceuticals
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Source: Statistical Office of the Republic of Slovenia

8. Number of employees

The total number of employees in the pharmaceutical industry in EU in
2012 was 700,000 according to the European Federation of Pharmaceutical
Industries and Associations (EFPIA). In Slovenia the number of employees
working in the seven pharmaceuticals manufacturing companies in 2012 totalled
7,885. Out of all employees, 57% worked in KRKA d.d. and 22% in Lek d.d.
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Table 6 - Number of Employees in Slovenian Pharmaceuticals
Manufacturing Companies in 2012

Company Number of
employees
Krka, d.d. 4,495
Lek d.d. 2,779
Marifarm d.o.o. 105
Farmicom d.o.o. 16
Galex d.d. 36
Lekarna Ljubljana 301
Gorenjske Lekarne 153
Total 7,885

Source: Slovenian Trade Register, Companies’ annual reports

9. Investments

Krka Group invested more than EUR 153 miln in 2012 in more than 20
projects. The most considerable investment in the company’s history was
allocated for the solid dosage forms production plant, Notol 2. The projects are
expected to expand Krka’s production capacity by 40% which conforms to Krka’s
plans to manufacture and sell a lot more than the current 10 billion tablets,
capsules and other products per year. The construction works for Notol 2 began
in June 2012 in Novo Mesto, Southeastern Slovenia. Its area is projected to be
55,000 sg m and its value - EUR 200 min. The planned capacity of Notol 2 is 4.5
billion finished pharmaceutical products annually.

In 2012 Lek invested in new equipment, in a molecular laboratory in its
Biopharmacy unit and started building of Control centre in Ljubljana. The
company invested some EUR 18 mln in increasing the production capacity of the
Viale 2 project.
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10.Future trends

According to IMS Health, the world pharmaceutical market is expected to
amount between USD 1,175 bln and USD 1,205 bin by 2016, an increase by more
than USD 219 bin compared to 2011. Increased sales in emerging markets and
revenue growth of generic medicines worldwide will be the main drivers for the
projected increase of the global pharmaceutical market. World reference
medicinal products’ spending is expected to rise to USD 645 bin in 2016 from
USD 596 bin in 2011. Significant rise is anticipated for world generic spending -
to USD 430 bln by 2016 from USD 242 bln in 2011. More than USD 224 bin of the
growth is projected to be generated from low-cost generic medicines in emerging
markets. The European share of global pharmaceuticals spending is expected to
decrease to 19% in 2015 from 27% in 2005.

Chart 11 - Total World Pharmaceutical Market
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The percentage share of reference medicines in Slovenia is expected to
slightly decline according to BMI. The main reason will be the regulations issues
related to the patents of reference medicines and the expiry of many patents. On
the other hand, the share of generic medicines is projected to grow and their
prices to fall due to the need for cost-containment in the public health field.

Our estimations on the Slovenian pharmaceuticals manufacturing market
growth is to be EUR 1.8 bln in 2013, a 6.0% increase year-on-year and EUR 1.9
bin in 2014, again up by 6.0% year-on-year.

Slovenia is a small country but it has big pharmaceuticals manufacturers
and its power is concentrated in the exports to other countries. Exports are
projected to expand further in 2013 and 2014.

Krka is expected to keep its bigger market share in terms of net sales
revenue compared to Lek. However Lek, as a part of Sandoz, the generic drugs
arm of Swiss Novartis, is anticipated to increase its market share.
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- www.ifpma.org
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- http://www.firdpc.com
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http://www.businessmonitor.com/
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(IMS Health) - http://www.imshealth.com

European:

European Federation of Pharmaceutical Industries and Associations (EFPIA) -
http://www.efpia.eu/

European Generic Medicines Association (EGA) - http://www.egagenerics.com/

Slovenia:

Agency for Medicinal Products and Medical Devices of the Republic of Slovenia
(JAZMP) - www.jazmp.si

Ministry of Health of Republic of Slovenia - http://www.mz.gov.si

Slovenian Pharmaceutical Society - http://www.sfd.si/

Slovene Chamber of Pharmacy - http://www.lzs.si/
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Database of Slovenian Exporters Sloexport - http://www.sloexport.si/

Official Gazette of the Republic of Slovenia - www.uradni-list.si

InvestSlovenia website - operating within SPIRIT Slovenija (Slovenian Public
Agency for Entrepreneurship, Innovation, Development, Investment and Tourism)
- www.investslovenia.org

Leading companies’ official websites:
www.lek.si
www.krka.biz
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WWwWw.reuters.com
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Disclaimer

Whilst the information contained in this Profile has been given in good faith and every effort has been
made to ensure its accuracy, AII Data Processing cannot guarantee the accuracy of this information
and hereby expressly disclaims any responsibility for error, misinterpretation and any and all loss,
disappointment, negligence or damage caused by reliance on the information contained in the Profile
or any failure or alleged failure in the delivery of the Service referred to herein, or in the event of
bankruptcy, liquidation or cessation of trade in any company, individual or firm referred to herein.
Confirmation of the information accuracy should be sought from the establishments concerned. Unless
otherwise stated, the copyrights and any other rights in all material on this site are owned by AII Data
Processing. Use of this Profile is provided by AIl Data Processing subject to the following Terms and
Conditions:

1. Use of this Profile constitutes your acceptance of these Terms and Conditions which take effect
when you first use this Profile. AIl Data Processing reserves the right to change these terms and
conditions at any time by posting changes on line. You are responsible for reviewing regularly
information posted on line to obtain timely notice of such changes. Your continued use of the Profile
after changes are posted constitutes your acceptance of this agreement.

2. Neither AII Data Processing nor other related parties, whilst endeavouring to provide 24/7
availability, will be held liable if for any reason the Profile is unavailable at any time.

3. Access to this Profile may be suspended temporarily or permanently and without notice.

4. Whilst AIl Data Processing endeavours to ensure that the information on this site is correct and up-
to-date, no warranty, express or implied, is given as to its accuracy and AII Data Processing does not
accept any liability for error or omission.

5. Part of this Profile contains materials submitted to AIl Data Processing by third parties. Third
parties are responsible for ensuring that materials submitted for inclusion on this Profile complies with
national and relevant international law. AII Data Processing can not guarantee the accuracy of this
material and hereby expressly disclaims any responsibility for error, omission or inaccuracy in the
material, misinterpretation and any all loss, disappointment, negligence or damage caused by reliance
on the information contained in the Profile or any failure or alleged failure in the delivery of the
services referred to herein, or in the event of bankruptcy, liquidation or cessation of trade of any
company, individual or firm referred to herein. Confirmation of the information accuracy should be
sought from the establishments concerned or from AII Data Processing upon explicit request.

6. AII Data Processing shall not be liable for any damages (including, without limitation, damages for
loss of business or loss of profits) arising in contract, tort or otherwise from the use of or inability to
use this Profile, or any data contained in it, or from any action or decision taken as a result of using
this Profile or any such information.

7. All Data Processing accepts no responsibility for the content of any site to which a hypertext link
from this Profile exists. Such links are provided for your convenience on an “as is” and “as available”
basis with no warranty, express or implied, for the information provided within them.

8. If any of these terms should be determined to be illegal, invalid or otherwise unenforceable by
reason of the laws of any state or country in which these terms are intended to be effective, then to
the extent and within the jurisdiction in which that term is illegal, invalid or enforceable, it shall be
severed and deleted from the clause concerned and the remaining terms and conditions shall remain
in full force and effect and continue to be binding and enforceable.

9. By accessing and reading any part of this Profile, you should have accepted these Terms in full.
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Profiles.
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