
Pharmaceutical market in Brazil
The Brazilian medications market moved R$ 62.4 billion in 2018, equivalent to US$ 17.14 billion 
(The Pharmacy Channel, net amount – average discount of 39.7%), according to a survey by the 
IQVIA Consultancy. There was a growth of 9.76%, in reais, vis-a-vis the previous year. The Brazilian 
pharmaceutical market represents approximately 2% of the world market and is 7th in the ranking 
in terms of invoicing or sales for the top 20 economies. In Latin America, it is the main market, 
ahead of Mexico, Colombia and Argentina.
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Industry profile
In 2018, the Brazilian medication market had 244 regularized pharmaceutical laboratories, with 
prices registered at the CMED. Of these companies, 101 (41%) were companies with an international 
origin and 143 (59%), made up of domestic capital.
In the Pharmacy Channel, multinational companies hold 51.49% of the market, in sales, and 34% in 
terms of units sold (boxes). National laboratories account for 48.51% of the market in invoicing and 66% 
of the units sold (boxes). The growing share of generic medication has given domestic companies a 
leadership in sales per units.

Employment
The pharmaceutical industry in Brazil ended the year of 2017 with 97.207 thousand direct jobs, being 
that 3.227 were employed in the plants producing pharmaceutical preparations, 9.667 in companies 
that manufacture medication for veterinary use and 84.313 in companies manufacturing medication 
for human use, in accordance to official data. Among the pharmaceutical companies that focus on 
the manufacture of medication for human use, 40.75% have their headquarters in the State of São 
Paulo. In 2018, industrial employment in São Paulo recorded a positive variation of  2.53%.

Economic regulation
A system of economic regulation that is fine-tuned with the foundations of economy cannot withstand 
price control mechanisms such as the ones the country has been using for the pharmaceutical 
sector for decades. Economic regulation should serve as an instrument to enhance the market, 
stimulate research of innovative products and to set up an environment that is propitious for 
investments in general, protecting consumers by means of guaranteeing a sound and healthy 
market. There exists the need to streamline the present-day price regulation.

Price control
Adopted in a unilateral way, stripped of a broad economic strategy, one that is long term and 
articulated, the price controls of the past disorganized the pharmaceutical chain of production and 
inhibited investments in plants and the launch of medication. This control should be selective and 
non-encompassing, remaining restricted to those medication classes in which the market is deemed 
to be imperfect (with little competition). In 2019, Resolution CMED nº 02/2019 was published, setting 
forth the procedures to release the Plant Price for Over-The-Counter (OTC) Drugs. The trend is that, in 
the near future, a large part of the OTC Market wil have the prices released.
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Readjustments
Since the end of 2000, the pharmaceutical industry has been submitted to a stringent price control. 
From 2000 to 2019, the accrued readjustment granted by the Medication Market Regulation Chamber 
– CMED was of 169.37%, vis-a-vis a general accumulated inflation of 209% during the same period 
– measured by the Broader Consumer Price Index (IPCA) of the IBGE. 

Tax burden
The steep taxation burden for medication for human use, corresponding to 31.3% on average, of 
the price to the consumer – one of the highest in the world, makes it impossible for the products 
to reach consumers at an even lower price. In Portugal, for example, the tax levied on medication 
is of 6%. Mexico does not levy any taxes. Compared to other sectors, products whose destination 
is agriculture or cattle raising receive taxation benefits from the ICMS, PIS and Cofins. Therefore, 
faced with the 31.3% of the taxation burden for medication for human use, medication for animal 
use has a tax burden of 13.11%. An important measurement adopted by the State of Paraná reduced 
the ICMS share to 12%. This same initiative was used in Minas Gerais and São Paulo, for generic 
medication. Despite this, since 2017, some States have increased the tax burden in up to 1%. 
Sindusfarma continues its mission to fight for the adoption of a tax burden equivalent to zero for 
medication in Brazil.

Fiscal War
The dispute between the States to attract companies with some economic relevance, through the 
granting of fiscal incentives, has especially affected the pharmaceutical pole of São Paulo – the 
main one of the country -, leading to losses for the chain of production, by setting up a sort of 
disloyal competition for the use of the so-called “ invoice ride”.

Industrial policy
The pillar of a successful industrial policy for the pharmaceutical sector is long-term financing, with 
subsidized interest rates. A minor advance took place with the creation of the Profarma Programs 
by the National Development Bank, the BNDES, whose financial contributions are insufficient to 
meet the demand of the sector, especially when it comes to research and development. Other 
aspects should be part of a technological innovation policy, with a stable and defined regulatory 
framework that can contemplate the sector´s development.
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Development of the Sector
The development of the pharmaceutical sector should be based on the following equation: 
stimulating local production, stimulating innovation, an environment that will allow for clinical 
research in the country and the adoption of public policies for access to medication.

Innovation
The Law of Innovation is a fundamental action to strengthen the pharmaceutical industry. The 
country lacks guidelines that will bolster the relationship between private initiative and public 
institutions, with research centers of universities. There is the need for greater subsidized public 
funding for the sector, as the risk with research is great and results uncertain. 

R&D and Clinical Trials
Brazil presents favorable conditions to become an advanced research pole. It´s biodiversity, the 
greatest in the world – increases the country´s potential to receive investments. To take better 
advantage of such resources, what is needed is a policy that will favor innovation, serve as an 
incentive for investments, a more intense exchange between Brazilian researchers and international 
ones, and especially a defined and stable regulatory framework that will offer adequate protection 
to intellectual property. Actions of the Health Ministry to expedite approvals of the Clinical Trials in 
Brazil have improved the local environment for such investments. Both Conep (National Commission 
for Ethics in Research) and Anvisa have reduced the term of approval of local Clinical Trials, however, 
there is the need to modernize regulatory frameworks and better define the rights of the subjects 
of research.

Patents
Besides defining support to research, to the development of drugs and medication and the 
exploration of biodiversity as a priority, the country has a sluggish process for the analysis and 
approval of patents. This is due to the lack of structure at the INPI (National Institute for Industrial 
Property), that would need to be strengthened to dynamize the innovation circuit, based on 
international rules regarding the intellectual property agreements signed by Brazil.

Generics
In the last years, the segment has been gaining more space in the market. In 2018, generics 
accounted for 13.9% of sales of medication in pharmacies and 33.7% of the units sold.
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Access to medication
In spite of the price controls, the situation of access has changed little since the last decade,  
which points to the main obstacle to broadening access to medication, which is not price: in truth, 
it is about insufficient programs for pharmaceutical assistance within the Sole Health System, the 
SUS and the low  average purchasing power of the Brazilian population. It is a fact that in the last 
few years public funding for the purchase and universal distribution of medication has increased, 
however, the country still invests little in health: 8% of the GDP, much less that developed countries.

Popular Pharmacy Program of Brazil
Created in  and enhanced in 2010, the Popular Pharmacy Program of Brazil represents a step 
forward in the health system, here to fulfill an old thesis of the pharmaceutical industry, according 
to which the development of the pharmaceutical chain should contemplate the social function, 
of expanding the medication consumer market (from which millions of Brazilians are excluded), 
without, nonetheless, setting aside the logic of economics. The future of the pharmaceutical 
industry of the country depends on initiatives like this one, that point towards the desired situation 
of convergence of projects and synergy between the government and private initiative. In 2018, the 
government spent 2.55 billion reais on the acquisition of medication for the program, dispensing 
13.82 billion pharmaco-technical units (tablets, vials, doses, etc). These amounts represent a drop 
of 8.85% in the amounts paid, however, a growth of 2.56% in the units dispensed. Additionally, due 
to the enormous problems faced by public finances, the federal government published Decree n°. 
739 in March of 2018 altering the reference values of medication of the program for the treatment 
of arterial hypertension, diabetes and asthma.

Stimulating foreign trade
The expansion of the pharmaceutical sector in Brazil by reaching external markets depends on the 
streamlining of export tariffs, which, among other measures, includes a review of the import tariffs 
and the removal of hurdles or obstacles to exports. Some Brazilian companies are in the process 
of becoming   international. Recent initiatives to implement risk management have considerably 
decreased the terms for the release of imported products for use in Brazil. 

Trade balance
In 2018, exports for the pharmaceutical industry were of US$ 1.187 billion, representing a 5% drop 
when compared to the previous year. This amount was five-fold greater than the one recorded in 
the year 2000. The imports of finished, semi-finished products, vaccines, blood by-products and 
other pharmaceuticals attained US$ 7.199 billion – a 10% growth vis-à-vis the previous year. 
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Sanitary regulations
Sanitary regulations should be an instrument to guarantee the quality and safety of medication 
and consumer protection, without creating unnecessary limitations for the industry. To attain this 
target, regulatory agencies should equip themselves with people and enough infrastructure to 
perform their role in a broad and efficient way. Nowadays, Anvisa is acknowledged as one of the 
best Sanitary Agencies worldwide. Law 13.411/16 set forth terms for the approval of registrations and 
post-registration in Brazil, allowing pharmaceutical industries that have settled in Brazil to be able 
to forecast or predict their work.

Safety and traceability
The creation of the National Drug Control System, by means of Law 11.903/2009, updated by Law 
nº 13.410/2016, contemplated the permanent position of the pharmaceutical industry, favoring the 
enhancement of traceability mechanisms for the medication sold in the country. At present, the 
first stages of implementation of the National Drug Control System are underway. Until 2022, all 
pharmaceutical products marketed in the country will leave the production plants with a modern 
traceability system.
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Updating of Good Manufacturing Practices
In the last decade, the National Agency for Sanitary Surveillance (Anvisa) has striven to become 
accepted as a member of the PIC/S - Pharmaceutical Inspection Co-operation Scheme. This 
international entity concentrates requirements for Good Manufacturing Practices and Inspections in 
pharmaceutical industries. To become a member of the PIC/S brings about a variety of advantages 
to the country. Firstly, making the Brazilian regulatory system equivalent to that of more developed 
countries. Secondly, by expediting and facilitating the export and import of medication among the 
countries with which Brazil holds a medication trade, considering the similarity of requirements.

State Laboratories
The production of medicines by state laboratories should comply with the strategic objectives of 
the country´s public health policy, as the manufacture of essential products for which there is 
no sustainable market. It is not the role of the State to compete with private laboratories in the 
production of medicines, where private initiative can produce with greater quality and at lower 
prices for consumers. These laboratories have received government incentives in the last few years 
to absorb Technologies through the PDPs (Partnership for the Development of Production). With 
the new government that took office in January, the PDPs will undergo a rigorous re-assessment 
during coming years. The Health Ministry has stated that the contracts in effect will be respected.



PROFILE OF THE
PHARMACEUTICAL INDUSTRY

 Rua Alvorada, 1.280 – Vila Olímpia - São Paulo/SP | CEP 04550-004 – Tel.: (11) 3897-9779

With the aim of materializing the issues above, Sindusfarma actively 
participates in the following groups:

 CONITEC (National Commission for the Incorporation of Technologies in the SUS) – 
Incorporating new technologies in the Sole Health System- SUS is important to develop access 
and the industry in Brazil.

 CNS (National Health Council) – This council sets forth the health policies in the country and 
Sindusfarma advocates for valuing the pharmaceutical industry settled in Brazil.

 Anvisa Advisory Council – The participation of Sindusfarma, representing the Health Industry 
in Brazil, is aimed at defending the needs of the regulated sector through a feasible, transparent 
and predictable legislation.

 COPIN (Council for Industrial Policy and Technological Development at CNI) – National 
Industry Confederation, Sindusfarma defends public and private policies for the development 
of the Pharmaceutical Industry that has settled in Brazil, regardless of the company´s origin of 
capital.

 COMPETE SP (Competitiveness Council of the State of São Paulo) – Entity for the incentive 
of production in the State of São Paulo. Sindusfarma participates with the aim of creating a 
favorable environment for the Pharmaceutical Industry in the State of São Paulo.

 COMSAÚDE FIESP – COMSAÚDE was created to support health production chain entities, 
biotechnology and nanotechnology. COMSAUDE seeks to set up impartial communication 
with the entire health sector, motivating the exchange of agendas and with a view to fostering 
dialogue among all parties involved.

To leverage all the topics above, besides the participation of Sindusfarma in the abovementioned 
agencies or entities, we hold several seminars, work groups, strategic commissions, workshops, 
bringing together universities, the government and industries, with a view to conveying and enabling 
a cross cutting dialogue.


