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1. International Pharmaceutical  Industry  context  

2. Current  Situation  of Central America  

3. Quality  Challlenges  for  the  Pharmaceutical  
Industry .  

4. Honduras / Example  of one  pharmaceutical  
Company .  
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Central America  
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Situation of the industry at a  

 Global Level  

 

Size, products, regulations, main companies, 
Evolution and points of view  
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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.  
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JOHNSON JOHNSON UU 4% 

BAYER 15 711 

 

 

Companies 

 
 
 
 

Global Sales 2009 
Millons dollars 
(IMS Health) 

 

 
 
 
 

They develop new products 

according to an analysis of cost / 

benefit of these elements:

PFIZER                                EE.UU.                            57.024      8% 
MERCK & CO                    EE.UU.                            38.963      5% 

NOVARTIS                   Switzerland                      38.46      5% 

SANOFLπAVENTIS      France      35.524 5% 
GLAXOSMITHKLINE        Great Britain                34.973      5% 
ASTRAZENECA               Great Britain                34.434      5% 
ROCHE                      Switzerland                             32.763      4% 

JOHNSON & JOHNSON   EE.UU.                            26.783      4% 
LILLY                                   EE.UU.                              20.31      3% 
ABBOTT                             EE.UU.                              19.84      3% 
TEVA                                   Israel                              15.947      2% 
BAYER                          Germany                       15.711      2% 
BOEHRINGER INGEL       Germany                       15.275      2% 

AMGEN                              EE.UU.                            15.038      2% 
 TAKEDA                        Japan                      14.352     2%       

SUBTOTAL                                                  415.397   55%      

  
i)  Therapeutic need of the 
product . 

ii)   Size of the market 

and potential of growth, 

risk and profitability  

iii ) Synergy with the portfolio 

of the company  

iv) Differentiation of 

the competition,  

 future regulations  

 and 

v)  Own patents and  

competitors.  

  



Ing. Edgar Vargas  

General situation  and perspectives , main  
products  
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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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Å 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.  

 

ÅThe 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). 

 

ÅThe drugstores or distributors are national, with exclusive 
responsibility of delivering all the medicines to the institutional and  
private market.  
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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.  
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Exterior Trade, Volume Sales and regional 
value  
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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) 

 

FTA UNITED STATE S 
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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  is 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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CAFTAðDR 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. 
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}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 the. 
FDA) 

 

 



Ing. Edgar Vargas  

 

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  

  Ii) guarantee the quality of the medicines: safety and efficiency, and  

   Iii) 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  
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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.  
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Central America needs  

a Regional Quality System  

 

}Standarization  

} Regulation  

} Procedures of 
Evaluation of the 
Conformity  

} Metrology  

}Information  

 


