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International Pharmaceutical Industry context

Situation of the industry at a
Global Level

Size, products, regulations, main companies,
Evolution and points of view




The size of the market of CA+PA is
reduced by transnational companies

- sizeMarket, 2008 @ AnualSales

Regions Thousands of million dollars per capita (b)
Morth America (Canada y EE.UU.} $322,1 39.8% 5 946.0
Europe 52476 30.6% 5469.0
Asia/ Africa/ Australia 5102,6 12.7% 522.0
Japén 90,3 11.2% S711.0
Latin America 5 45,8 5.7% 5 80.0
TOTAL 58083 100.0% $129.0
Sources: (a) IMS, march 2010; US Census Bureau y CEPAL.

CA + Panama 51.4 0.2% 533.8

Source:IhS, 2010

The structure and dynamics of the global market determine the decisions
of the companies from developed countries.
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International Regulations

The industry operates under strict regulations of three
main types:

1. Legislation of patents and protection of test data
Information (clinical tests)

2. Inscription requirements for sanitary records
(authorizations and commercialization licenses)

3. Procedure and policies of price fixing and percentages
(public and private)

Note:  In CA + PA the insurance grants the medicines for
free; the prices of these medicines are established
by a public bidding process.




Generic medicines without brand, percentage of
Participation, in units, year 2010

United States 29%
Canada 81%

Germany I ——— 5
Poland e — 75
United Kingdom [ —
Brasil e — 5"
Check Republic e —— 507
France ———————— .
Turkey o — 51
Australia e — 50°
Hungary | — 15
SPaiN | 4 1%
'ta'Y — 0

N — 4% |

CENTROAMERICA + PANAMA: 12% in units: 7% in value

(IMS MAT jun. 2010}




Financing Sources of the
expenses in medicines

Public Private

Insurance Insurance Lopagos Region
Great Britain i ol 5.6% Panama
Spain 03.7% 6.3%
Switzerland  90.0%  10.0% Nicaragua _
Germany 87.0% 13.0% Honduras h
Australia 83.6% 16.4%
Sweden 80.0% 20.0% Guatemala m
France 75.0% 20.0% 5.0%
Finland” 67.0% 3% El Salvador —_
Car.ladé 05.7% G.7% 28.0% Coasta Rica h
United 27.5%  A47.6%  24.9% '
States
Low Countries 99.7% 0.3%

® Private Market

Fuentes: Office of Fair Trade-UK, 2007, Pharmaceutical . .
@ Institutional Market

Price Regulation Scheme, Anexo K, International sursey of

. R .
pharmaceutical pricing and reimbursement schemes Fuoente: el consultor sobre la base de datos de

SISCASBID (2010} para Centroamiéricay datos
provistos por ACODECO, paraPanama

mmmmmmm oy of Wew York
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15 Main companies of original medicines

Companies Gobal Sal
_________________________________________ obal Sales2009____ _
Millons dollars 1Y
(IMSHealth)
PFIZER EEUU. 57.024 8%
MERCK &30 EEUU. 38.963 5%
NOVARTIS Switzerland 38.46 5%
SANOHRAVENTIS r&noe 35.524 5%
GLAOSMITHKLINE re@t Britain 34973 5%
ASTRAZERCA I8at Britain 34434 5%
ROCHE Switzerland 32.763 4%
JOHNSON JOHNSON Hit). 26.783 4%
LILY EEUU. 20.31 3%
ABBOTT EEUU. 19.84 3%
TB/A Israel 15.947 2%
BAYER Germany 5711 2%
BOEHRINGER INGELGermany 15.275 2%
AMGEN EEUU. 15.038 2%
TAKBA Jam@mn 14.352 2%

SIBTOTAL

415.3F 55%

developew products -
according to an analys of cost /
benefit of theseelements:

1) Therapeutic need of the
product .

i) Size of the market
and potential of growth,
risk and profitability

li) Synergy with the portfolio
of the company

iv) Differentiation of

the competition,

future regulations

and

v) Own patents and
competitors.




Situation of the industry in
Central America and
Panama

General situation and perspectives , main
products




Relevant Aspects

These are the 4 criteria used for the classification of medicines and the
analysis of different relevant aspects of the pharmaceutical sector:

1. Ethical market / popular market (medicines without prescription/ OTC
medicines ). In CA+PA the ethical market represents 80 % of the sales.

2. Institutional and private market. The major institutional market segment
corresponds to Costa Rica (39 %) and the lowest corresponds to
Nicaragua (12 %) which explains why CR leads in health in the region.

3. Original products (R&D), generic products with brand, generic products
without brand. In CA+PA, the generic ones with brand represent 54 % of
the sales and the original 39 %.

4. Therapeutic classes.
CA + PA imports most of the medicines that are consumed, conditioned for

his distribution and consumption. The original and generic medicines
represent 90 % of the market.
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Medicine Market Size in Central America and
country participation

+ Themarket has experiencedan
average growthof 15%in thelast5s
Value of the years.

market

$1353.2 millones (june 2010)

rdnammda

Fuente: IMS MAT (junio 2010)




Relevant Features of the industrial organization

A According to the offer there are three main economic agents: the

International pharmacies (laboratories), regional and local; the
distributors and the drugstores and chains of drugstores.

AThe leading companies are transnational laboratories that operate at

a global scale with most of his R&D and manufacturing activities

done in Developed countries, but with some small industries located

in different plants across the region, including Central America
(Bayer/MK in El Salvador; MSD (Merck, Sharpe and Dohme ) in Costa
Rica).

AThe drugstores or distributors are national, with exclusive
responsibility of delivering all the medicines to the institutional and
private market.
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Main pharmaceutical laboratories in Central
America + Panama. Market shares

: : Sakesin CA + Panama Global Income
Companies Countries Coverage — —
Millions UsSD b Cq millions UsD
BayerSch+Bayer CC+ MK (i) Germany global 84,8 6.6% 6.6% 48,182
Merck & Co + MSD EE.UU. global 84,2 6.6% 13.2% 23,850
Sanofi-Aventis France glokal 63.9 5.0% 18.2% 42,179
Pfizer EE.UU. glokal 55.6 4, % 22.8% 48,296
Abbott EE.UU. global 55.3 4.3% 29,528
MNowartis Pharma S glokal 52.7 4,1%g 41,459
GlaxoSmithKline EE.UL. global 45.0 3.5% 44,654
Unipharm-Pharmanov (ii) 5 regional 44.2 3.9% s
Roemmers Argentina regional 40.3 3.1%; s
AstraZeneca U.K global 35.8 3.1% 31,601
Memnarini Italy global 38.0 3.0%4 sd
lanssen-Cilag (J& J) EE UL globzal S0.2 2. 20 g3 Ja7
Subtotal (12) goa J 01.1% 272,496
[otal (Around 600) 1.281.6 100, 0% sd

(i} Incluye Bayer Schering, Bayer CC ¥ MK miarcade genéricos que elaboraen la planta de Bonimaen El Salvador
(iil Plantaen GUA, Sources : IMS 2009 Global Income: Fortune Global 500 (july 20097,




Sector Situation and its importance

About 630 companies operate in the region, 30
took a share of 66 % of the sales in 2009 and In
2010, 20 took a share of 57 %

National laboratories are few and relatively new,
this due to the fact that the development of a

market for generic products without brand is too
small.




Situation and importance of the sector

Generic Generic
Inpovative products  of Brand  Whitour Brand
Costa Rica 27.0% 66.5% 6.5%
El salvador 43.8% A47.6% B8.7%
Guatemala 46.5% 48.0% L.5%%
Honduras 41.9% 50.9% 7.3%
Micaragua 42.0% 46.6% 11.4%
Panams 31.6% 01,98 0. 5%
Eegional Average 38, 7% o 20s 2.15%
UNIT S EL +-% [RE:] W +-% Average price
TOTALMAREKET 158,523,529 100% +2.6 $1,353,804,933 100% +5.0 4 8.5
Ethical Market 126,927,730 B80%% +3.7 51,243,311,585 02% +6.3 50.8
Popular Market 31,595,799 20% -2.1  5$110,493,348 8% -1.3 4 3.5
Generic whiout Brand 19,466,640 12%% +4.5 505,740,546 7% +9.7 50.9
Generic -l:]fBI'EII'Id 139,050,889 Hat sa 51.258. 004,38 Y935% sa S49.0

Innovative products
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Structure of the main agents

Doctor or
Pharmacist

- I_‘ - A ™ A’ ,J !
: Demand of -
1 8 e

private sector Market70%

( e H ( ]
n consumindecision _Jpayment —

' Doctor ' | patients = , Social Sectrity k.
| [ | sector and Public
- — health department

- Demand X
Public sector Market

30%

Total Market



Indicators of the Sector

Exterior Trade, Volume Sales and regional
value




Broome

Commthnity

Imports and Exports in Value (millions

BOL

.
State University of New York

of dollars)

I ports Annual Growthin
2005 20046 2007 20038 2009 sverage
Costa Rica 5 299.0 5 339.8 5 396.4 % 446.3 5 420.6 5 380.4 41%
El Salvadar §199.3 5 200.4 §202.1 5 238.4 5 238.7 §215.8 20%
Guatemala 5 268.9 5 268.0 5311.9 5 347.3 5 336.0 5 306.4 25%
Honduras 5 189.8 §213.9 § 300.2 § 360.4 §310.2 § 278.5 63%
Micaragua §126.9 § 166.2 §193.9 § 258.5 § 264.9 §202.1  109%
Bafigmg 5§ 137.7 §160.3 5 218.9 L3434 § 255.8 §303.2 863
Regidn (=) 5 848.3 59010  $1,196.5 §1,324.3 §1,327.9 51,119.6 57%
Exports 2005 2006 2007 2008 2008 Annual Growth,
WErdge 1 ¥
Costa Rica 5 216.9 5 243.7 §275.2 5 309.3 §319.5 52729 a47%
El Salvadar 574.2 5 88.8 §93.6 § 105.6 5928 591.0 25%
Guatemala §125.7 §119.7 §133.9 §151.3 5 146.8 § 135.5 17%
Honduras $0.0 $0.0 52.2 52.5 51.0 51.1 (=
Micaragua 52.2 5 2.3 5 2.0 3.0 5 1.6 §2.2  -27%
Panams 152 £158 £155 £182 £ 16.0 £ 162 53
Regidn (=) % 101.0 % 116.4 5 124.0 5 147.6 5 161.6 5130.1 60%

Fuente! el consulcor sobre la base de datos de comercio exterior del SIECA y de la Contraloria General de Panama, Los valores
corresponden a los medicamentos de wso humano comprendides en las partidas 3003 [para venta por mayor) y 3004 (para venta
al por mencr). Region [(#) las importacicones [ exportaciones regionales se encuentran calculadas netas de las importaciones
exportaciones intrarregionales, por lo cual &l valor ne coincide con la surmna sirnple de las i portaciones [ exportacionss por pais.




Imports and Exports in Volume

Imiports Annual
2005 2006 2007 2008 2009 Average Growthin e

Costa Rica 3,737 13,166 4,748 5,801 15,110 2512 30434
El Salvador 3,556 3.711 6,944 7,887 2.887 6,197 15084
Guatemala 15,153 17,589 37,732 28,646 g2.043 21,433 I
Honduras 4,262 4,615 7,978 g8.271 5,890 6,203 I8
Micaragua 3,007 5,165 5,171 5.778 6,280 5,100 112%
Eanam3i 4 831 EJOR b TS 1237 0,753 biig 453
Eggitn [*} FI R CES 33 381 16 706 I8 038 1T BED 13 175 B 4%

Exports . e 0 o — ammual Growthin %
Costa Rica 2,006 2,049 2,030 2,611 2,155 2,170 F El
Salvador 10,863 16,985 17,008 18,210 18,835 16,380 T3%
Guatemala 11.662 14,891 15,430 12,325 5,142 11,890 -56%
Honduras 2 1 1 1 2 1 02
Flicaragua 1 1 2 (1] 2 1 10024
Eanamia g22 gE2 g0 205 £34 £34 22
Eggitn [*} E.o57 13376 10 38R 13573 13 o449 11 B3R BE3

Fuente: el consulior sobre la base de datos de comercio exverior del SIECA v de la Contraloria General de Panama. Los valores
corresponden a los medicamentos de wso humane comprendidos en las partidas 3003 [(para venta por mayor) ¥ 3004 (para venta

al por mencrl. RBegion (#) las i portaciones § exportacionss regionales se encuencran calculadas netas de las importaciones
exportaciones intrarregicnales, por o ceal £l valor ne coincide con la suma simmple de las i portaciones [ exportaciones por pais.
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Integration of Central America in the International Market

WORLD ORGANIZATION OF THE TRADE

FTA MEXICO

FTA DOMINICAN REPUBLIC

FTA PANAMA (El Salvador)

FTA CHILE (Costa Rica y El Salvador)

FTA CANADA AND FTA CARICOM (Costa Rica)

FTAUNITED STATE S

21



On August 5, 2004, the United States signed the Dominican
Republic - Central America - United States Free Trade Agreement
(CAFTA- DR) with five Central American countries (Costa Rica, El
Salvador, Guatemala, Honduras, Nicaragua and the Dominican
Republic) . The CAFTA- DR is the first free trade agreement between
the United States and a group of smaller developing economies .

This agreement s creating new economic opportunities by
eliminating taxes, opening markets, reducing barriers to services
and promoting transparency . It is facilitating trade and investment
among the seven countries and promoting regional integration .
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DEFINITION OF THE CAFTA AGREEMENT

CAFTAGDR is a comprehensive trade agreement among Costa Rica, the
Dominican Republic, El Salvador, Guatemala, Honduras, Nicaragua, and the
United States. ACCESS OPPORTUNITIES TO THE US MARKET.

CHALLENGES TO THE REGIONAL PRODUCTION BEFORE IMPORTING
TO THE USA.

23



Pharmaceutical regulations and Related

Products

Labelling of pharmaceutical products for
human use.

Medicine stability studies for human use.

Validation of analytical methods for the
evaluation of the quality of the medicines.

Good Manufacturing Practices.

U.S Medicine Regulations (approved by th= y

FDA)

24



Regulations

The WHO (World Health Organization) defines that the medicine policies must have
three (3) aims:

I) guarantee the access to the medicines: equity in the availability
li) guarantee the quality of the medicines: safety and efficiency, and

lii) guarantee the rational use of the medicines: to promote a therapeutic
suitable use and cost - cash of the medicines

Authorization for commercialization / Sanitary Record

In all the countries of the region the public authorization is a requirement to export, to
distribute and to commercialize medicines.

When a medicine fills all the national procedure on Quality, safety and efficiency, it is
authorized for his commercialization and is inscribed in the sanitary national records,
for a term of 5 years, renewable. There is a mechanism of mutual recognition
established between ES, NIC, HN and GUA




Regulations

Public purchase

In several countries the institutional purchases are regulated by the
laws of governmental purchases.

Exclusivities

The wholesale distribution of medicines can only be carried out by
drugstores. The laboratories cannot make direct sales to drugstores or
take part in biddings. The drugstores cannot import medicines.

Prices and Margins

In Honduras there exists a regulation that defines the margin for
commercialization of the products.

#BOC




Central America needs
a Regional Quality System

} Standarization
1 Regulation

v Procedures of
Evaluation of the
Conformity

1 Metrology
1 Information
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