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1. THE BRAZILIAN HEALTH MARKET – GENERAL OVERVIEW
Health is a right of the citizen and an obligation for the state according to the Brazilian constitution.1 In
1990 the Brazilian government installed its unified health system2 (SUS) which has as its aim to give free
and universal health care to all Brazilians. During 2015, there was a total of 780 USD per person spent on
health in Brazil3 (see figure 1). This includes both public and private expenditure on health. At that point,
public expenditures were responsible for 44% of the total expenditure on health in Brazil, the other 56%
comes from the private sector.4 In most developed countries, public expenditure is higher than private
expenditure, with an exception being for the United States. The U.S. enjoys a similar allocation between
public and private spending as Brazil, however, it should be noted that the overall spending per capita
in the United States is significantly higher.5 There are two main drivers which indicate the growth
potential of the Brazilian health care sector. The first is a growing middle-class and the second is the
aging population. Economic growth created a stronger and bigger middle-class which has the
purchasing power to buy private insurance plans, or receive it as an employment benefit. This consumer
segment is growing and is able to spend more money on medicines. The latest estimates indicate that
the middle-class of Brazil stands at 113 million people, which is an increase of 40% since 2003.6 The
second indicator of growth potential is the aging population. Currently, 11.7% of the total population is
considered to be elderly, by 2030 this number will increase to 18.7%.7 As the increase in elderly
population leads to an increase in chronic diseases8, the demand for health care increases. To illustrate
this, a study from McKinsey (2012) shows that middle-class Brazilians who suffer from chronical diseases
spend 15% more on health care, and 10% more on medication than the middle-class average. However,
the development of the health sector is closely linked with the overall performance of the Brazilian
economy. In 2015, the economic crisis put a halt on the demand for health care services and products,
and subsequently, private health planes diminished from 50,1 million subscribers at 2015 to 47,1 million
users in the beginning of 2018. During this time, the private insurances decreased, as companies were
laying off employees many people lost the private insurance plans which were a part of their
employment benefits. The reduced employment also leads to a loss of purchasing power for many,
which also affected the demand for health care. Three years later, the economy is still feeling the effects
of the recession, as many families are in a precarious situation. It is estimated that at least 5 million
people of the middle class are still in a financially vulnerable situation and lack the resources to provide
for themselves if they are faced with an economic crisis.9 Furthermore, even as the Brazilian middle class
1

Information available at http://apps.who.int/trade/en/THpart3chap11.pdf

2

Sistema Único de Saúde
Current US dollar prices are used

3
4
5

Information available at https://data.worldbank.org/indicator/SH.XPD.PVTD.CH.ZS?locations=BR
Information available at http://integrationconsulting.com/EN/midia/Documents/Medical%20Valley%20Summit%20-

%20Healthcare.pdf
6
Information available at http://publications.atlanticcouncil.org/spotlight-new-brazil/
7
8

9

Information available at http://anahp.com.br/produtos-anahp/observatorio/observatorio- anahp-ingles-2015
Information available at http://anahp.com.br/produtos-anahp/observatorio/observatorio- anahp-ingles-2015
Information available at http://publications.atlanticcouncil.org/spotlight-new-brazil/
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has been increasing their purchasing power over the last 15 years, many of the consumers with highest
demand for health care, i.e. elderly with chronical diseases, are still faced with a constrained budget,
which means that they will not choose products solely based on quality, but also on price.10 To analyze
particularities consumer behavior is thus critical for companies who seek to establish their operations in
the emerging Brazilian market (see consumer preferences).
It has been argued in the past that the Brazilian healthcare system was lacking proper funding. In order
to accommodate the growing demand, significant investments are needed by both public and private
actors. In 2014 the ratio of beds per 1000 inhabitants stood at 2,3 and the ratio of doctors per thousand
inhabitants is just 2,17. As the demand for health services are set to increase, more investment is needed
to supply the market. There have been policy implementations to address the need for investment. In
March 2015 the government opened up the market by allowing foreign companies to invest in Brazilian
hospitals. Moreover, in the budget for 2018, the Brazilian government has pledged to dedicate 130 billion
BRL to the health sector, which is significantly higher than the 114 billion R$ pledged to health care in
the budget of 2017. The increased spending and liberalization of FDI should be seen as attempts to
respond to the projected future demand for the health sector. There are currently around 6500
hospitals and 18 000 diagnostic laboratories operating in the Brazilian market, as well as about 4000
domestic manufacturing factories for medical devices. Some studies suggest that up to 80% of all
medical pharma fine chemicals used in Brazil are imported from other markets, which highlights the
attractiveness of the Brazilian health sector.11
When reading this report, it is important to keep in mind that the Brazilian economy has changed
dramatically over the past years. Despite the vast improvements which have occurred under the last
decades, the image of Brazil has gone from being seen as a rising star in the world economy and member
of the BRIC countries, to being considered one of the sick men, suffering under political turmoil. It is clear
that the Brazilian economy has undergone some heavy storms. Figure 2 shows the evolution of the
Brazilian Real against the Euro. From being a relatively strong currency, the Brazilian Real devaluated
heavily against the Euro in 2014-2015 and after appreciating against the Euro in 2016 again, the Real now
seems continue to depreciate back to the levels of 2015. Hence it should not be forgotten that, although
Brazil has great growth potential, there is still a lot of uncertainty as to how the development of the
Brazilian economy will manifest itself. In the following chapters of this report, different sub-sectors will
be discussed more in detail to give an outline of the key facts and trends in the health sector important
contact details of organizations and actors operating in the Brazilian health market. In addition, in the
annex, an overview of the registration procedure for medicines can be found and the contact details of
organizations who can assist in this process. It is the intention that this report will provide a thorough
introduction to actors in the healthcare segment who want to expand their operations in Brazil.

10

Information available at https://www.mckinsey.com/~/media/mckinsey/dotcom/client_service/pharma%20and%20me

dical%20products/pmp%20new/pdfs/emerging_markets_compendium_2012.ashx
11
Information available at http://globalhealthintelligence.com/ghi-analysis/2018-brazilian- health-market-outlook/
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Figure 1: Public and Private Health expenditure per person for Brazil in current US dollars (2000-2015)12

12

Information available at https://data.worldbank.org/indicator/SH.XPD.CHEX.PC.CD?locations=BR
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Figure 2: Exchange rate development
13

Euro/Brazilian Real, 2008-2018

SOCIOECONOMIC STATISTICS

•
•

Life expectancy of 75,72 years in 2017 (up 0,28% from 2015)
The Brazilian population reached 207 660 000 (yearly increase rate 0,75%)

BRAZILIAN HEALTHCARE STATISTICS

•
•
•
•
•
•
•
•
•
•
•
•
•

13

47,1 million people had health plans in March 201814
22,9 million Brazilians have a health plan which include dental care (March 2018)
240.385 health establishments
6 678 hospitals in 2016 (70% private, 30% public)
2.3 beds per 1000 person (2014)
18.081 laboratories
451.000 active doctors
2,17 doctor per 1000 inhabitants
1.649.770 nursing professionals
7,4 nurses and midwives per 1000 inhabitants (2013)
3 million direct jobs
5 million indirect jobs
Budget of the Ministry of Health 2018: R$130,58 billion

Information available at: https://www.ecb.europa.eu/stats/policy_and_exchange_rates/euro_reference_exchange_rates/

html/eurofxref-graph-brl.en.html
14
Information available at http://www.ans.gov.br/perfil-do-setor/dados-gerais
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2. THE BRAZILIAN PRIVATE HEALTH INSURANCE MARKET
Following the recession of 2015, the number of registered health plans for medical-hospital coverage fell
for 33 consecutive months. This negative trend shows signs of being reversed as the last quarter of 2017
showed new growth. Between October and December 2017 91 000 new health plans recipients were
registered, a growth of 0,2%. This increase can be directly attributed to the improving number from the
labor market which, after three years of retraction, picked up its activity.15 As previously discussed, this
link between the labor market and growth of health plans is due to the fact health plans often are
included as an employment benefit (illustrated in figure 3). Therefore, one must look at the overall
performance of the Brazilian economy when determining growth prospects of the health insurance
market. Currently, Brazil is leaving recession behind it and previous assessments for 2018 and 2019
estimate a GDP growth rate of 2,1% respectively 3.0%. However, these growth prospects are contingent
on the financial and political stability of the country, and it is likely that for 2018, the “truckers strike”
caused by increased fuel prices will likely have a negative effect the overall economic performance of
2018.16
As Brazil is leaving the recession behind, the private health insurance market is likely to pick up again.
Estimats from ANAHP (the Brazilian National Organization for Private Hospitals) suggest that 2018 will
see a continued increase of private health insurance by 0,7 million recipients and thereby reach a total
number of beneficiaries of 48 million by the end of the year. Even though there are many factors of
uncertainty in the economy, most analysts are confident that both the economic performance and the
health insurance market is likely to continue positive growth in the near future. This trajectory follows
the general trend since 2000. The private health sector has been growing with more than 30% every
year and the rise in private health plans went parallel with economic growth in Brazil as can be seen
from figure 4. In the past 15 years, almost 20 million Brazilians entered the private health insurance
market. In 2003 only 32.1 million people had supplemental health care but by 2014, 50.5 million were
covered by a private health care. Even after the recession, there are still 47 million people in Brazil with
private health insurance nowadays which means that almost one out of every four Brazilian is covered.
In addition, Brazil has a large middle class and the fifth largest population of any nation on earth17,
which highlights the potential of this market. This growth potential has also lead to some problems.
One of the problems of the Brazilian private insurance market is that its client base has grown rapidly,
while infrastructure, like the number of doctors, nurses and hospital beds, has not kept up with this
rapid development. For example, between 2009 and 2011 the client base grew with 13%, hence adding 2
million new clients to the system. This is an existing bottleneck for growth in the Brazilian health sector,
however recent reports show that the long-term growth rate of graduate doctors is outpacing the
growth rate of the population, which indicates an adaptation to the growing demand.18 Still, important
15
16

Information available at http://www.abramge.com.br/portal/files/cenario- saude/cenario_da_saude_ed11.pdf
Information available at https://www.bbvaresearch.com/en/category/regions-en/latin- america/brazil/

17

Information available at http://www.worldometers.info/world-population/population-by- country/

18

Information available at https://jornal.usp.br/wp- content/uploads/DemografiaMedica2018.pdf
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bottlenecks remain, as the number of hospital beds is currently 2.3 beds per 1000 people, well below
other developed countries. There are also significant discrepancies in regards to the prevalence of
private health insurance in regards to geography. In the southeast and southern Brazilian states, more
than 20% of the population have access to private health care. Figure 4 obtained from the national
regulatory agency for private health insurance and plans (ANS19) visualizes the strong difference
between states when it comes to private health care coverage. Although most of the players in this
markets are relatively small, there has been some consolidation as several mergers and acquisition have
taken place. In addition to this, several foreign companies have acquired Brazilian health insurances
companies. For example, in 2015, Amil Participações and Intermedica were bought by a UnitedHealth
Group and Bain Capital LLC.20
21

Figure 3: Growth of GDP and private health plans (2011-2018)

19

Agência National da Saúde suplementar

Information available at http://www2.deloitte.com/content/dam/Deloitte/global/Documents/Life-Sciences-Health- Care/gxlshc-2015-health-care-outlook-brazil.pdf
20

21

Information available at http://www.abramge.com.br/portal/files/cenario- saude/cenario_da_saude_ed11.pdf

////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////
pagina 8 van 44

The Health Industry In Brazil

1.07.2018

Figure 4: Private health care coverage in Brazil (data for 2018)22

22

Information available at http://www.ans.gov.br/perfil-do-setor/dados-gerais
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3. THE BRAZILIAN PHARMACEUTICAL INDUSTRY
3.1 THE MARKET SIZE AND ITS CHARACTERISTICS
Brazil is the biggest pharmaceutical market in Latin America. Growth in the Brazilian pharmaceutical
market took off during the 1990’s, due to the expansion and modernization of pharmaceutical
manufacturing in Brazil. During this time, laboratories achieved important economies of scale and
increased their productivity, which resulted in a tendency towards stability in the average price of
medicines and greater competitiveness of Brazilian products. As an emerging economy with a
population over 200 million (of whom over 100 million belongs to a middle class) the Brazilian
pharmaceutical market is one of the world’s most profitable. Since the introduction of the Brazilian
patent law in 1996, the research-based pharmaceutical industry in the country has seen substantial
investments in the improvement of operational infrastructure, expansion of its industrial parks, and R/D.
These investments have paid off. In 2016, Brazil was ranked as the top seventh pharmaceutical market in
the world and predictions are that Brazil may occupy the place as the fifth largest pharmaceutical
market by 2020.23 These estimates are supported by a projected compounded annual growth rate of
3,5%, which would grow the value of the Brazilian pharmaceutical market from US$25,3 billion (2016) to
a value of US$30 billion by 2021.24 To supply the market, the pharmaceutical industry in Brazil currently
comprises about 550 companies, both national and multinationals, including laboratories, distributors,
and importers. The leading domestic pharmaceutical companies on the Brazilian market are EMS,
Hypermarcas, Medley, Europharma, and Aché. All major pharmaceutical MNEs are operating in the
Brazilian market, of which the biggest firms are Pfizer, Novartis, Sanofi, and Roche.25 These companies
distribute their products to the Brazilian market through the approximately 60.000 pharmacists and
drug stores that serve the public in general; 27 networks of drug stores, and 6.600 hospitals, clinics, and
first aid posts. The medicines are available throughout all of Brazil, thanks to the logistic support of a
network of 130 distributors. The Brazilian population has access to the same products which are
available throughout the world. Today, the market offers 13.300 different packaging sizes. Introductions
of new medicines are simultaneous with those introduced in Europe and the United States. The Brazilian
industry produces 75% of the products demanded by the market, and when the product is not
available, it is either imported by the manufacturers themselves or by intermediation of trade
agreements.
Historically, the local Brazilian pharmaceutical companies have been reliant on imports of raw materials
and active ingredients for generic drugs for its biotechnology sector. However, these companies are
currently seeing new opportunities aided by government initiatives such as the Growth Acceleration
Program and the Greater Brazil Plan were introduced to increase domestic production. The former is
focused on modernizing public infrastructure, while the latter encourages local production of innovative
23

Information available at http://www.pgifarma.com.br/dev/wp- content/uploads/pdf/oportunidades-publicitarias.pdf

24

Information available at http://globalhealthintelligence.com/ghi-analysis/2018-brazilian- health-market-outlook/
Information available at https://www.prnewswire.com/news-releases/brazilian- pharmaceutical-market-outlook-2017-2027-

25

300531307.html
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drugs and promotes public-private partnerships in the form of technology transfer to public pharma
laboratories for the development of higher-priced biosimilars. In 2016, original drugs were responsible for
the largest market share in Brazil. However, this is forecasted to change in the future as generic drugs
are increasing their share of the market and are set to overtake original drugs, the largest market
segment.26 Sales volumes have expanded heavily in the past years for Brazil. The main driver of the
Brazilian pharmaceutical market remains its growing middle-class and the changing demographics, with
an aging population. However, negative factors on the market are the intensified competition between
local producers and a higher penetration of generics, which are affecting the margins in the sector
negatively. The falling margins can also be seen in a wider perspective of consumers are becoming more
price sensitive, which indicates that MNEs needs to adopt specific strategies to capture the growing
Brazilian demand for pharmaceuticals. For those who succeed to penetrate the market, there are several
gains to be made in this big emerging market.

27

Figure 5: Largest pharmaceutical laboratories in Brazil (2017)

Information availabale at https://www.prnewswire.com/news-releases/brazilian- pharmaceutical-market-outlook-2017-2027300531307.html
26

27

Information available at https://pharmaboardroom.com/facts/top-20-pharma-companies-in-brazil-ranking-2017/
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3.2 ACCESS TO MEDICINE
The pharmaceutical market, particularly in developing countries, depends essentially on income. Class C,
which corresponds to 53% of the Brazilian population, is nowadays responsible for 42% of the
consumption. The top income classes namely classes A & B, are the traditional medicine consumers and
are responsible for the other 48%. Still, approximately 55% of people cannot afford all the medicines
they need (IBGE). Basic medicines are offered in public clinics, but this is not enough for everybody and
demand many times outputs the medicine stocks. In a consumer study from 2017 Interfarma found that
a majority (54%) stated that they rarely, or never, are able to find their prescribed medication.28 The
pharmaceutical industries face some obstacles such as the slowdown in economic growth, the
burdensome economic regulations valid in Brazil (e.g. slow procedure for the recognition of new
medicines). Another obstacle and one of the major hampering factors are price controls by the Brazilian
government. With exception of the public services concessionaries (phone, electricity, sanitation, etc.),
the pharmaceutical sector is the only one in Brazil to be submitted to an annual price readjustment.29
Therapeutical Class - 2nd Level30

RANKING
MES
AC

28
29
30

US$
Market Share (%)

MTH

YTD

Code

1
2
3
5
4
6
10
12
7
8
9
11
13

1
2
3
4
5
6
7
8
9
10
11
12
13

G03
N02
J01
M01
C09
N05
A11
R05
A02
N06
S01
G04
C10

Therapeutical Class
TOTAL
HOR.SEX.PRO.EF.DES.SISTEM
ANALGESICOS
A/INFEC SIST/TRIMETOP
A/INFLAM/REUMAT
P.C/AC.SIST.REN-ANGIOTE.
PSICOLEPTICOS
VITAMINAS
A/TUSS/A/GRIPAIS
ANTIAC/ANTIFLAT/ANTIULC
PSICOANALEPT EXC ANOREX
OFTALMOLOGICOS
UROLOGICOS
PREP.A-ATEROMA/LIPID-REG

MTH
100,00
6,97
5,41
4,91
4,27
4,39
3,64
3,20
2,90
3,49
3,39
3,27
2,91
2,53

YTD
100,00
6,84
5,48
5,27
4,25
4,13
3,59
3,49
3,36
3,31
3,29
3,10
2,94
2,47

Average Price
(US$)
MTH
YTD
6,32
5,80
5,32
5,04
5,54
5,16
7,57
7,14
5,51
5,09
13,85
12,36
5,21
4,75
6,19
5,51
6,82
5,84
6,81
6,29
11,45
10,65
5,93
5,50
19,56
17,98
19,17
18,00

Information available at https://www.interfarma.org.br/public/files/biblioteca/pesqu-interfarma.pdf
Information available at https://www.interfarma.org.br/noticias/1342
Information available at IMS Health - December-2015
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15
14
17
16
19
18
21
20
22
27
26
23
28
29
25

14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

R01
R03
D07
A10
M03
N03
C07
D10
A03
H02
C08
A06
G01
C04
C05

DESCONG/A/SEPT.NASAL
A-ASMATICOS E COPD PROD
CORTCOESTEROIDES TOPICOS
FARMACOS PARA DIABETES
RELAXANTES MUSCULARES
A/CONVUL.INCL. A/EPILEP.
BETABLOQUEANTES
ANTIACNEICOS
FAR.DES.FUN.GASTRO-INTES
CORTICOSTEROIDES SIST
ANTAGONISTAS DO CALCIO
LAXANTES
A/INFEC GIN
TERAP VASC-CEREB E PERIFE
ANTIVARICOSOS/ANTIHEMORR.

1,89
2,06
1,78
1,83
1,75
1,77
1,58
1,59
1,54
1,25
1,28
1,34
1,20
1,16
1,29

2,18
2,15
1,78
1,72
1,71
1,71
1,61
1,60
1,54
1,34
1,32
1,31
1,30
1,21
1,20

4,52
8,03
5,79
7,62
9,69
4,09
4,63
7,17
4,38
4,69
8,09
5,10
6,57
9,74
8,03

4,15
6,97
5,48
6,86
9,13
3,72
4,32
6,91
4,02
4,41
7,44
4,62
6,12
8,96
7,38

30
24

29
30

B01
D02

TROMBOLITICOS
EMOL/PROTETORES DERM

1,15
1,32

1,08
1,08

11,16
9,15

10,03
7,57

3.3 CONSUMER PREFERENCES
In 2017, Interfarma produced a study for consumer preferences for pharmaceutical drugs. What they
found was that the decisive factor for most consumers (54%) was the price, followed by quality (34%).
The implications of this are that most Brazilians will always prefer to find a generic drug, compared to a
brand name, when it is available. According to the study, 74% of the Brazilian consumers have the habit
of asking for cheaper alternatives at the counter of the pharmacies, which indicates that the overall
majority of Brazilian consumer will prefer a cheaper over the prescribed drugs when applicable. This
assumption is backed up by figures from the same study which indicates that when pharmacist indicate
a different drug than prescribed, it will be a generic alternative in 89% of the cases. The takeaway from
this study is: that even as the Brazilian middle class has been increasing their purchasing power over
the last 15 years, many of the consumers with the highest demand for healthcare, i.e. elderly with
chronical diseases, most consumers are still faced with a constrained budget, which means that they
will be demonstrating elastic consumer preferences.31 To incorporate this consumer behavior in the
business strategy is critical for any who seek to establish their operations in the emerging Brazilian
market.
Information available at
https://www.mckinsey.com/~/media/mckinsey/dotcom/client_service/pharma%20and%20medical%20products/pmp%20new/
31

pdfs/emerging_markets_compendium_2012.ashx
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4. GENERIC MEDICINES
A generic medicine is one that contains the same active substance in the same dose and pharmaceutical
form and is administered in the same way and with the same therapeutic dosage as a reference drug. A
generic can also be taken with the same degree of safety as the reference drug and can be totally
interchangeable with the latter. As a consequence of the low R&D costs for producing generic drugs,
they are much cheaper than reference equivalent. On an average, a generic drug will be sold at a 35%
lower price than that of the brand drug.32 Through the Brazilian Health Surveillance Agency (ANVISA),
the Ministry of Health, tests for bioequivalence between the generic version and reference drugs when
the product is submitted by the manufacturers for quality testing. The pharmaceutical equivalence and
bioequivalence tests needed for registering generic drugs can only be carried out by reference centers
duly authorized by ANVISA. Generic drugs are identified with a large letter "G" in blue, printed over a
yellow emblem, located in the lower part of the package. This is all set forth in Resolution RDC 47, of
March 28th, 2001 (see legislation).
Currently, there are 120 manufacturers of generic drugs active in Brazil; together they are responsible
for more than 3,8 thousand drug registrations at ANVISA. In 2017, the revenues from the Brazilian
generic sector amounted to R$7,4 billion (2 billion USD). During 2018, the sales of generics are projected
to grow by 10%, thereby becoming the driving growth sector in the Brazilian pharmaceutical market. By
all accounts, there is growth potential for generic drugs in Brazil. In 2017, generic drugs were responsible
for 32,75% of all pharmaceutical sales. This number can be compared with countries like France and
Germany and Spain, where the corresponding figures are 42%, 66% and 31%. Nine of the ten biggest
pharmaceutical companies operating in the Brazilian market carry generic lines in their product
portfolio. Since the liberation of the generic drugs, through passing the Generic Drug Act of 1999,
companies have invested heavily in order to comply with the regulatory framework and safety control
of generics. During the last ten years, this investment has amounted to over R$1,5 billion in expansion
and contraction of manufacturing plants.33 For Brazilian consumers, generic alternatives are available for
95% of pharmaceutical treatments occupied by reference medication. These generic drugs cover
treatments of circulatory system diseases, digestive tract/metabolism, central nervous system, hormonal
and non-hormonal, dermatological anti-inflammatories, respiratory diseases, urinary/sexual system,
ophthalmological, helminthic/parasitic, oncological and contraceptive illnesses, among others.
Furthermore, the coming years will see the expiration of important patents for cardiology products,
nervous system diseases and Parkinson's, which will soon have their generic versions available to
consumers.34 In Brazil, generics are becoming increasingly popular as consumers perceive generics as
equivalent to the branded medication, but at a significantly lower price. This growing consciousness
about generics beginning to penetrate the market, as prescriptions for generics increased by 65%
between 2015 and 2018. This can be compared with the increase in the domestic production of generics,

32
33
34

Information available at http://progenericos.org.br/dados-do-setor
Information available at http://progenericos.org.br/mercado
Informatin available at http://progenericos.org.br/acesso
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which grew by 130%, from 146 generic medication products, up to 336 (2014-2017).35 However, there is
still room for more growth, as generic drugs only make up 33% of drugs prescribed by physicians and
little over 32% of all medication consumed. This suggests that the market for generic drugs will continue
to be an attractive sector for future investment.
Top ten producers of generic drugs in terms of sales (2016)36

1
2
3
4
5
6
7
8
9
10

EMS
Sanofi
Hypermarcas/ Hypera
Europharma
Novartis
Aché
Teuto Brasileiro
Nova Química
Prati-Donaduzzi
Merck

Facts about the generic drug sector in Brazil37

•
•
•
•
•
•
•

The Brazilian generic sector amounts to revenues of R$7,4 billion (2017)
17 companies make up 84% of the market for generics drugs in Brazil
79% of consumers buy, or have bought generic drugs
33% of drugs prescribed by physicians are generic
32% of drugs consumed on the market are generic
Generic drugs are on average 35% cheaper than reference drugs
The Brazilian Health Surveillance Agency (ANVISA) is responsible for processing

4.1 PRODUCERS OF GENERIC PHARMACEUTICALS
ACHÉ GROUP
Rodovia Presidente Dutra, Km 222,2
Porto da Igreja - Guarulhos – SP 07034-904
PABX: (11) 2608-6033
F: (11) 2608-6178
http://www.ache.com.br/en/who-we-are/about-ache/
35

Information available at http://portal.anvisa.gov.br/noticias/-/asset_publisher/FXrpx9qY7FbU/content/registro-de-

medicamentos-genericos-faz-18-anos/219201?p_p_auth=RZ33XenP&inheritRedirect=false
36
Information available at https://exame.abril.com.br/negocios/as-10-farmaceuticas-que-mais-venderam-genericos-ate-marco/
37

Information available at http://progenericos.org.br/dados-do-setor
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CATARINENSE PHARMA
T: +55 47 3451 9143/9000/9077
R. Dr. João Colin, 1053 - América, Joinville - SC, 89204-001
www.catarinensepharma.com.br
EMS / NOVAQUÍMICA
Rod. Jornalista Francisco Aguirre Proença, KM 08
Bairro Chacara Assay
Hortolandia SP
CEP: 13186-901
T: +55 (19) 3887.9800 /6000
www.ems.com.br
Nova Química
http://www.novaquimicafarma.com.br/
Nova Química is part of group EMS
AKZONOBEL
T: +55 11 4543-5645
Av. Papa João XXIII, 2100 - Lot. Industrial Coral
Mauá - SP, 09371-030
www.akzonobel.com/brazil
JANSSEN FARMACÊUTICA
T: +55 11 2788-1000
Rua Gerivatiba, 207, 9º andar - Butantã
05501-900 São Paulo - SP
http://www.janssen.com/pt
HYPERMARCAS/ HYPERA
Av. Presidente Juscelino kubitschek, 1830 - Torres 3 e 4 - 5º andar
Itaim Bibi - CEP: 04543-900
Cidade: São Paulo/SP
T: PABX: (11) 4373-9000
www.hypermarcas.com.br
MYRALIS/ATIVUS
T: +55 (19) 3829 5700
Rua Fonte Mécia, 2050 - Caixa Postal 489
13273 900 - Valinhos/SP
www.myralis.com.br
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EUROPHARMA
Juliana Mazza – Director of Portfolio Management and Licensing
juliana.reis@eurofarma.com.br
T: +55 (11) 5090-8730
T: +55 (11) 5090-8600 (General number)
Rodovia Pres.Caste llo Branco, Km 35,6
06696-0000 - Itapevi – SP
www.eurofarma.com.br
CRÍSTALIA
T: (55-11) 3723-6403
R. Padre Eugênio Lopes, 361 - Vila Progredior, São Paulo - SP, 05615-010
www.cristalia.com.br
MARJAN FARMA
Rua Gibraltar, 165 – Santo Amaro
04755-070 – Sao Paulo – SP
www.marjan.com.br
GEOLAB INDÚSTRIA FARMACÊUTICA S/A
Via principal 1B, Qd. 08 B - Módulo 1 a 8 – DAIA
Anápolis – Goiás
CEP 75.132-085
T: +55 (62) 4015-4000
SAC: 0800 701 6080
http://www.geolab.com.br/
MEDLEY
T: +55 19 2117-8531
Av. Portugal, 1100 - Jardim Nova
06690-280 – Itapevi – SP
(11) 4237-7467
www.medley.com.br
Merck SA Indústrias Química
Est. dos Bandeirantes, 1099
Jacarepaguá – Rio de Janeiro - RJ - Brasil
T: +55 (21) 2444-2000
F: + 55 (21) 2444-2060
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CEO: Managing Director: Mr. Roberto Alvarenga
www.merck.com.br
Sandoz
Rodovia Celso Garcia Cid Km 87
86183-600 Cambé – PR
T: +55 11 5532-7122
www.sandoz.com.br
Torrent do Brasil Ltda
Rua Flórida, 1738 - 5º andar
Cidade Monções - 04565-001
São Paulo - SP
T: PABX - (11) 5501-2585
F: (11) 5501-2582
E-mail: torrent@torrent.com.br
www.torrent.com.br
Decisions are made in India, where the company HQ is.
Zydus Healthcare Brasil Ltda
Rua Jaime Perdigão, 431/445 - Ilha do Governador
CEP: 21920-240 - Rio de Janeiro - RJ - BRASIL
E-mail: contato@zydusnikkho.com.br, sac@zydusnikkho.com.br
0800-282-9911
www.zydusbrasil.com.br
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5. INTERNATIONAL TRADE OF HEALTH CARE PRODUCTS
5.1 EXPORT38 39
According to data from the Ministry of Foreign Trade (SECEX), there was an 8,5% increase in the export
of Brazilian pharmaceutical products in 2017. The revenue increased to 1758 million USD, up from 1619
million USD in the previous year. From these numbers, medications stood for 1006 million USD and (up
5,6% from 2016) and pharmaceutical inputs and adjuvants stood for revenues of 752,5 million USD (up
5,6% from 2016). It is noteworthy to add that from the pharmaceutical inputs and adjuvants highly
technological products, such as auxiliary substances represented 142 million USD (up 17,3% from 2016)
and that bile acids and heparin amounted to 70,3 million USD respectively 31,4 million USD. Although the
Brazilian export of pharmaceutical products has declined from its peak in 2012 (see figure 6), the
increased revenue of 140 million USD in 2017 compared to 2016 shows that the Brazilian pharmaceutical
manufacturing is becoming more competitive. The increased competitiveness in the Brazilian
pharmaceutical industry can be credited to the efforts made through government policies to foster
development within domestic producers. The main project to develop exports in the pharmaceutical
sector is Brazilian Pharma Solutions (BPS), which is a collaboration mainly driven by the Brazilian
Association for Pharmaceuticals and Pharmaceutical Components (ABIQUIFI) and the Brazilian Agency for
the Promotion of Export and Investments (APEX-Brasil). The goal of the Brazilian Pharma Solutions is to
support and grow revenues from exports in the pharmaceutical sector by attracting foreign investments
and partnerships for product development. The target segments for BPS is biotechnology, medical
equipment, pharmaceutical products, e-health, nutrition, and Active Pharmaceutical Inputs (APIs). To
encourage development within the Brazilian pharmaceutical industry, BPS mobilized a multitude of
actions to encourage higher productivity within the industry, by promoting innovation and improved
regulatory frameworks. However, as the following section will demonstrate, Brazil is still predominately
reliant on imports to supply the main segments of its healthcare market.

38
39

Information available at http://abiquifi.org.br/mercado_/
Information available at http://www.inovacao.usp.br/biominas-abiquifi-e-apex-brasil-mapeiam-startups-para-conectar-com-

investidores-internacionais/
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Figure 6: Brazilian exports of medications (blue) and pharmaceuticals inputs (red) (2007-2017)40

5.2 IMPORTS
The Brazilian health market is largely dependent on imports to supply the needs of consumers. Despite
the efforts of the Brazilian government to increase the self-sufficiency of the pharmaceutical industry,
imports remain very important for the Brazilian industry when it comes to pharmaceutical fine
chemicals. The same is true for medical devices, of which the majority are imported from the U.S. As a
consequence, the trade balance is negative for the health industry and over time imports has been
growing faster than exports.
For pharmaceutical products, the main driver for imported products is that the overall demand is
growing faster than domestic investment. Throughout the last 10 years, the revenues in the
pharmaceutical segments have increased by 79%, up to 16,1 billion USD (up from 8,4 billion USD in 2005).
During the same time, imports have increased by 212% and now stand at a value of 5,9 billion USD.
Furthermore, when looking at the domestic production of drugs, it is worth noting that it is also
fundamentally dependent on imports of key Active Pharmaceutical Inputs (APIs) in order to maintain its
production. Between 2005 and 2015 the imports of APIs grew by 129% to 2,5 billion USD. In total, the
import of pharmaceutical fine chemicals in the Brazilian market went from 33% (2005) up to 52% (2015).
Thus is there an overall growth in the pharmaceutical sector (imports of raw material production and
even exports of medicines to other Latin American neighbour countries), of which imports are
representing the fastest increase.
Part of the explanation for the high presence of the imported pharmaceutical fine chemicals and APIs
(Active Pharmaceutical Ingredients) is that the legal, regulatory (international patents must be validated
locally), as well as the complexity of Brazilian tax system cause a costy and risky structure which makes
it unfavorable to invest in the Brazilian pharmaceutical fine chemical market as local producer.
40

Information available at http://abiquifi.org.br/mercado_/
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For instance, the government is able to apply price-ceilings for selling drugs and the regulatory system
for the pharmaceutical market is prone to frequent changes, which makes market assessments hard for
investors.41 Unless there are radical political changes for the regulation governing the pharmaceutical
market in Brazil, imports will likely continue to gain market share in the Brazilian pharmaceutical
market.
For medical equipment, imports are beginning to bounce back. In 2017 the total value of medical devices
imported to Brazil amounted to 3.1 billion USD, a 15% increase compared to 2016. However, both 2016
and 2015 saw a double-digit decline in imports due to the sharp economic downturn which the country
suffered and as a consequence, the 3.1 billion USD import of 2017 remains 10% below the figures of 2014.
Still, the number of 2017 signals a break from the negative trend and positive indicator for the future.
The main equipment imported to Brazil consist of capital equipment, such as MRI machines and CT
scanners, but there are also big imports of smaller pieces like syringes, stents, parts and other smaller
instruments which are imported in mass quantities. The total number of units imported for 2017
amounted to a staggering 4,6 billion, however, this number is actually lower than the average in Latin
America, which can be explained by the fact that Brazil has a significant domestic industry that
manufactures medical equipment.42 Brazil is the largest medical equipment market in Latin America
while medical devices imported from the U.S and Europe account for about 60% of the total imported
products (2015).43 For medical equipment firms, healthcare devices and services are becoming a rapidly
growing market in Brazil. This can be seen as a global trend where business opportunities are present
globally in diagnostic equipment, medical infrastructure, healthcare services, wellness, telemedicine, and
other markets. For firms in mature markets the growing demand for healthcare in emerging economies,
like Brazil, represents an opportunity to expand their market share.44 Devices that are imported are
usually high-tech and specialized with little, if any, competition from Brazilian manufacturers. The
Brazilian market consistently demands high-tech aesthetic devices and, more recently, home healthcare
products. The local healthcare industry has a good opinion of devices manufacturers in the US, Europe,
and Canada. Though preference will always be given to products made in Brazil, mostly due to costs.45
The main costs associating with exporting to Brazil are the number of taxes and fees which are levied
on imports in the customs clearance process. As a member of Mercosur Brazil levies the Mercosul
Common External Tariff (CET), however, each Mercosur member country maintains a separate exceptions
list of items for tariffs. There are three taxes that account for the bulk of import costs: the Import Duty
(II), the Industrialized Product tax (IPI) and the Merchandise and Service Circulation tax (ICMS). In
addition to these taxes, several smaller taxes and fees apply to imports. Most taxes are calculated on a
cumulative basis.46
Information available at https://www.interfarma.org.br/noticias/1342
information available at http://globalhealthintelligence.com/ghi-analysis/state-of-the-2017-medicaldevice-market-in-brazil/
43
Informatio available at https://www.emergobyul.com/es/resources/market-brazil
44
Information available at https://www.mddionline.com/exports-growing-opportunity-us-medtech-firms
45
Informatio available at https://www.emergobyul.com/es/resources/market-brazil
46
Information available at https://www.export.gov/article?id=Brazil-Import-Tariffs
41

42
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6. DIGITAL HEALTH CARE
Even though the Health IT of Brazil sector has taken a discernible hit recently of the current economic
environment, the long-term potential of IT companies in the healthcare industry is positive. The current
Health IT market size is estimated between $500 million and $1 billion, with low levels of dedicated
investment and minimal regulations in place. The Brazilian government has not signaled near-term plans
to introduce a Health IT deployment strategy. However, as Brazil has the world’s ninth largest GDP, a
population, over 200 million and an increasing rate of over-60 populations, there is a huge growth
potential for Health IT products and services.
Brazil scores as mid-ranking concerning ICT market development in international reports. However, as a
consequence, there is little competition in the field which is an advantage for first movers. Without a
political commitment to e-health, the estimates project a declaration of the growth rate from the
average of 10.1% (2010 to 2015) to a growth rate of 7.6% ( 2016 to 2020). The fact that foreign investment
into Brazil's health system will aid the country's pharmaceuticals and healthcare market development as
Brazil's economy becomes more open to external funding. As one of the world's largest emerging
markets, encouraging foreign investment could further improve Brazil as an attractive and profitable
destination over the long-term. In December 2016, the Brazilian Health Ministry announced that they
would invest R$67 million in purchasing three supercomputers that will enable them to integrate all
previous computer systems in order to share resources and unifying electronic medical records. This
process will lead to the migration of all paper documents to electronic documentation within the public
health care system (SUS).47 To integrate all health records (EHR, RES, and EMR) the SUS will need to make
an investment in new technology, like blockchain, in order to ensure accessibility and usage for medical
staff, as well as the integrity of the patients.48 Another area where e-health has a great potential for
market penetration is the area of TeleHealth. Almost 92% of Brazilians had access to 3G mobile
connections in mid-2015, particularly in the south and south-east regions (where coverage is close to
100%), but availability in the central-west, north and north-east regions of Brazil remains below 85%. In
2013 the digital development arm of regional company Telefónica, acquired Brazilian chronic care
management company Axismed. Through this acquisition, Telefónica could provide Health Monitoring
services that also have Outpatient Care and Self Care applications to 180,000 Axismed patients. The
acquisition allowed Telefónica's Vivo unit to provide Health Monitoring services that also have
Outpatient Care and Self Care applications to 180,000 Axismed patients by integrating Axismed into
Vivo’s infrastructure to contact and monitor patients using mobile apps, SMS and video streams to cover
biometric data around glucose levels and blood pressure.49 This is only one example of how e-health can
use existing technological infrastructure in order to introduce new ways of providing health care
services to the Brazilian population. According to the GSMA trade association, mobile health projects
could benefit 45.7 million Brazilians and save the healthcare market $14.1 billion in care costs. This
Information available at https://techinbrazil.com/e-health-market-in-brazil
Information available at http://portalhospitaisbrasil.com.br/tecnologia-blockchain-pode-ajudar-avencer-barreiras-da-interoperabilidade-parte-1/
49
Information available at https://techinbrazil.com/e-health-market-in-brazil
47

48
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indicates that e-health may be able to help to close the gap between supply and demand for healthcare
services in Brazil, and highlight the benefits for companies who plan to enter into this market.

6.1 PHARMACEUTICAL PRODUCERS OF REFERENCE DRUGS
Laboratórios Pfizer Ltda
Rua Alexandre Dumas, 1860 - Chácara Santo Antônio
04717-904 São Paulo - SP
São Paulo - SP
T: (11) 5185-8500
www.pfizer.com.br
Novartis Biociências
Avenida Professor Vicente Rao, 90 - Brooklin Novo
04706-900 São Paulo - SP
T: +55 11 5532-7122
F: +55 11 5532-7942
0800-888-3003
sic.novartis@novartis.com
www.novartis.com.br
Boehringer Ingelheim Bras Quim Farm Ltda
Rochaverá Corporate Towers. Av. Nações Unidas, 14.171
Torre Marble – 18º andar
São Paulo – SP. CEP: 04794-000
T: (11) 4949-4700, (11) 4949-4701 ou (11) 4949-4702.
springer@sao.boehringer-ingelheim.com
http://www.boehringer-ingelheim.com.br/
Meizler UCB Biopharma SA
Alameda Araguaia, 3833 - Tamboré
Barueri – São Paulo
06455-000 - Brasil
T: +55 11 4195-6613
F: +55 11 4195-6621
http://www.ucb.com/

////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////////
1.07.2018

The Health Industry In Brazil

pagina 23 van 44

Janssen-Cilag Farmacêutica Ltda
Rua Gerivatiba, 207, 9º andar - Butantã
05501-900 São Paulo - SP
T: +55 11 3030-4940
F: +55 11 3030-4933
www.janssen-cilag.com.br
Althaia
Av. Tégula, 888 Brazilian Business Park
Rodovia D. Pedro I, saída 87
CEP: 12952-820
Atibaia – SP
www.althaia.com.br
CRÍSTALIA
R. Padre Eugênio Lopes, 361 - Vila Progredior, São Paulo - SP, 05615-010
T: +55 (11) 3723-6403
www.cristalia.com.br
Apsen
Rua la Paz, 37 - Santo Amaro
São Paulo - SP, 04755-020
http://www.apsen.com.br/
União química
Avenida Magalhães de Castro, 4.800 – 16º andar
Conjuntos 161 e 162 – Edifício Continental Tower
CEP: 05676-120 São Paulo - SP
Tel.: (11) 5586-2000
http://www.uniaoquimica.com.br
Takeda
Jaguariúna
Rua do Estilo Barroco, 721, São Paulo
Cep: 04709-011
T: +55 (11) 5188-4400
http://www.takeda.com/company/worldwide/americas/brazil/takeda_distribuidora_ltda/
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BIOLAB PHARMA
T: +55 (11) 3573-6194
R. Olimpíadas, 242 - Itaim Bibi, São Paulo SP, 03178-200
www.biolabfarma.com.br
AstraZeneca
Rodovia Raposo Tavares
Km 26,9 - Cotia – SP
CEP 06707-000
http://www.astrazeneca.com.br/
Sanofi
Av. Major Sylvio de Magalhães Padilha, 5200 - Ed. Atlanta - Jardim Morumbi
CEP: 05693-000 São Paulo/SP
PABX: (11) 3759-6000
www.sanofi.com.br
Teva Farmacêutica Ltda.
Endereço: Rua Mota Pais, 471 B - Vila Ipojuca
CEP: 05054-000
Cidade: São Paulo
PABX: 11 5105-5750
Site: www.tevabrasil.com.br
Grupo Cimed
T: +55 35 2102-2029
Av. Angélica, 2250
01228-200 – Sao Paulo – SP
www.grupocimed.com.br
Daiichi Sankyo
T: +55 11 5186-4573
Alphaville Industrial
Barueri – SP
www.daiichisankyo.com.br
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Biolab Farmacêutica Ltda.
Av. Paulo Ayres, 280 06767-220
Taboão da Serra – SP
www.biolabfarma.com.br
Blau Farmacêutica
T: +55 11 4615-9400
Rodovia Raposo Tavares, 2833 – Lageadinho
06705-030 Cotia – SP
www.blau.com.br
Libbs
T: +55 11 3879-2500/2529
Rua Josef Kryss, 250 – Barra Funda
São Paulo – SP
http://www.libbs.com.br/home/
Reckitt Benckiser (Brasil) Ltda.
Mr. Ricardo – ricardo.cintra@rb.com
Rodovia Raposo Tavares, 8015 - KM 18 - Jd. Arpoador
CEP: 05577-900
São Paulo/SP
PABX: (11) 3783-8545
Site: http://www.rb.com/
Marjan Farma
Tel.: +55 11 5642-9888 ext. 203
Rua Gibraltar, 165 – Santo Amaro
04755-070 – Sao Paulo – SP
www.marjan.com.br

6.2 IMPORTERS/DISTRIBUTORS OF PHARMACEUTICAL PRODUCTS
Most of the pharmaceutical producers are also importers, as they normally import raw materials to
produce the medicines. Below are other contacts of importers and distributors of medicines and raw
materials.
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Dimebras
Rua Presidente Kennedy 1216, Centro
85810-040 Cascavel - PR
T/F: +55 45 3224-1834
celso@dimebras.com.br
www.dimebras.com.br
Dist. de Medicamentos Anbfarma Ltda.
Rua Alcides Jazar, 520 - Bairro Atuba
83.326-070 - Pinhais – Paraná
T: (41)3072.8000 – F: (41)3072.8015
www.anbfarma.com.br
Panpharma
Endereço: Rua Bernardo Sayão, 191 - Pari
CEP: 03022-070
T: (11) 2107-2000
0800 970 1100
http://www.panpharma.com.br/
Mercantil Farmed ltda.
Rodovia Raposo Tavares - Via Arterial ul, Km 20,5, Cond. Center Anel, Parque Ipê
T: +55 11 3839.5604
F: +55 11 3839.5610
www.farmed.com.br
Profarma Dist. Prod. Farm. Ltda.
Av. das Américas, 500 bloco 12 salas 205 a 208 Barra da Tijuca
RJ - 22640-100 | Brasil
T: 55 21 4009 0200
www.profarma.com.br
TCA Farma
Estrada do Cafundá, 622 – Jacarepaguá
22725-031 Rio de Janeiro - RJ
T: (21) 2456-7007
tcafarma@gbl.com.br
www.tcafarma.com.br
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Dimed S/A Distribuidora de Medicamentos
Av Industrial Belgraf, 865
Eldorado
T: +55 51 3481-9500
www.dimed.com.br
Gauchafarma Medicamentos Ltda.
0800 709 6000
Av. Francisco Silveira Bitencourt,
1785 - Bairro: Sarandi
CEP: 91150-010 - Porto Alegre - RS
www.gauchafarma.com.br
Euroquímica
Rua Joaquim Silva, Nº 56, S-loja,
Rio de Janeiro – RJ
euroquimica@euroquimica.com.br
www.euroquimica.com.br
Opem Pharmaceuticals
Rua Frei Caneca, 356, São Paulo - SP - Cep 01307-000 - Brasil
T: +55 11 3123-6800
F: +55 11 3257-7573
SAC: 0800-774-0119
website@opempharma.com.br
www.opempharma.com.br

6.3 PRODUCERS OF MEDICAL & PHARMACEUTICAL EQUIPMENT
ERTEC TECNOLOGIA
Rua das Flechas, 198 - Jardim Prudência
04364-030 São Paulo - SP
T: +55 11 5677-0005
F: +55 11 5679-7952
www.ertec.com.br
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OBS: agent of pharmaceutical, chemical and food equipment from Europe and United States companies
such as Manesty (England), Russell Finex (England), Acrisson (United States), Müller, Zanchetta, RBP Bauer
(Germany), etc. Their clients are multinational and national companies. They have contacts in all over
country.
AGTEC EQUIPAMENTOS INDUSTRIAIS
Rua dos Narcisos, 15 - conj. 03
04048-040 São Paulo - SP
T: +55 11 5587-4777
F: +55 11 5589-2746
http://www.agitec.com.br/
OBS: agent of pharmaceutical equipment. Most of the companies represented are European but they also
represent companies from United States. For the technical assistance of these equipments, they have a
partnership with a Brazilian company.
MAQUIDREX
Av. Adolfo Pinheiro, 1001 – 2 andar – cj. 26
04733-100 São Paulo – SP
T: +55 11 5546-5930
sales.services@maquidrex.com.br
http://www.maquidrex.com.br/
OBS: agent of companies such as WEILER, PLÜMAT, GRONINGER, FETTE, DAGARD and a Belgian company.
ALMAPAL S/A
Av. Eng° Heitor A. E. Garcia , 2761
Jd. Maria Luiza
05564-000 - São Paulo – SP
T/F: (11) 3732-1666 / 2039-1666
www.almapal.com.br
OBS: they represent foreign companies such as ROHM EUDRAGIT, GLATT, RIVA, INDUTRA.
FLOWSCIENCE INSTRUMENTS LTDA.
Rua Adib Auada, 354 – Sala 21 – Granja Viana
06710-700 Cotia – SP
T: +55 11 4702-0422
F: +55 11 4702-0407
e-mail: sac@flowscience.com.br
www.flowscience.com.br
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OBS: commercialization of equipment and accessories for the chemical and pharmaceutical laboratories.
They represent the foreign companies HANSON RESEARCH and VISCOTEK.
ALTMANN S.A. IMPORTAÇÃO E COMÉRCIO
Av. das Nações Unidas, 13.771 - Bl. I - 7º andar
04794-000 São Paulo – SP
T: +55 11 5507-3302
F: +55 11 5507-4196
www.altmann.com.br
OBS: agent and importer of instruments and equipment for the pharmaceutical and laboratory industry
and equipment for quality control. They represent the English companies MALVERN, LEICA, GRETAG
MACBETH (USA), etc.
EQUILAB EQUIP. E SERVIÇOS PARA LAB. LTDA.
04364-030 São Paulo - SP
T: +55 11 5677-2334
F: +55 11 5563-2482
e-mail: vendas@equilab.com.br
www.equilab.com.br
OBS: they represent companies in the pharmaceutics and laboratory sectors such as ZYMARK, BUCK-CECIL,
GLAS-COL, NEYTEC, PRO-SCIENTIFIC.
SELECTCHEMIE IMP. EXP. E REPRESENTAÇOES LTDA.
Rua Prof. Aprigio Gonzaga, 675
04303-001 - São Paulo - SP
T: +55 11 5591-2300
F: +55 11 5581-9780
www.selectchemie.com.br
OBS: agent and importer of raw materials, equipment and packaging. This is a company from Switzerland
with branch offices in some countries. They represent more than 50 foreign companies, being two from
Belgium (pharmaceutical sector), DMV (Holland), Perlen Converting Ag (Switzerland) and Selectchemie
(China).
PASP COM. REP. LTDA.
Rua Dr. Luiz Migliano, 1110 - cj. 405 - Morumbi
05711-001 - São Paulo - SP
T: +55 11 3743-5546
F: +55 11 3744-3172
www.pasp.com.br
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OBS: agent and importer of packing for cosmetic, pharmaceutics, chemical and food industries. They are
not used to work with equipment, but they asked to send a presentation of your product.
BONAMPAK
Avenida Dr. Luis da Rocha Miranda, 159 – 6º andar
04344-010 – Parque Jabaquara – SP
T/F: +55 11 5016-4455
www.bonampak.com.br
OBS: agent of pharmaceutical equipment for packing and for processing. They are agents of the
companies GEA-NIRO PHARMA SYSTEMS, TELSTAR INDUSTRIAL S.L., MARCHESINI GROUP (Italy) and M&O
PERRY (USA).
UNISCIENCE DO BRASIL
Av. Cândido Portinari, 933/937
05114-001 São Paulo - SP
T: +55 11 3622-2331
F: +55 11 3622-2323
www.uniscience.com
OBS: agent of many foreign companies in the sector of pharmaceutical and biotechnology sector such as
HETTICH, ABGENE, APPELEX, ASTELL, BIOMETRA, HUND, INFORS, NEW ENGLAND BIOLABS, OPERON,
SYNGENE, TREFF LAB. They a have nationwide distribution.
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7. LEGISLATION
Below are laws related to the regulation of the pharmaceutical products as well as the imports.
Administrative Order nº 185, of March 8, 1999
The importation of pharmaceutical products subject to the Sanitary Surveillance Regimen shall only be
made by companies which are legally authorized to function as importers by the Sanitary Surveillance
Secretary / Ministry of Health.
Administrative Order nº 19, of February 16, 1996
To approve the list of documents needed to open processes requesting registration of imported
medicines.
Administrative Order nº 772, of October 2, 1998
To approve the Procedures to be adopted in the importation of products and raw materials subject to
sanitary control as provisioned for in Annex 1 of this Administrative Order.
Administrative Order nº 331, of May 6, 1998
To authorize the clearance, by the Sanitary Surveillance Office of the Ministry of Health, of products
imported directly or by third party means, for institutions or agencies interested in carrying out
researches or scientific investigations.
Law nº 9.787, of February 10, 1999 – Generic Drug
Alters Law nº 6.360, of September 23, 1976, concerning sanitary surveillance, establishes the generic drug,
decides upon the use of generic names in pharmaceutical products, among other procedures.
Law nº 6.360, of September 23, 1976
Deals with sanitary surveillance, to which medicines, drugs, pharmaceutical inputs and related products,
and others are henceforth subject and enacts other provisions.
Resolution - RDC nº 135 of 29 May, 2003
Approve the attached Technical Regulation for Generic Drugs.
Resolution - RDC nº 133 of 29 May, 2003
Approve the attached Technical Regulation for the registration of Similar Drugs.
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Resolution - RDC 01, of January 6, 2003 - Imported Merchandise
To approve, as in attachments, the Technical Regulation for the purposes of sanitary surveillance of
imported merchandise.
Resolution - RDC 59, of 2000 - Good Manufacturing Practices (GMP)
System of quality requirements used in the production of medicines and medical appliances.
Resolution - RDC 25, of 2010
A complement to resolution RDC59/2000 made a factory technical visit by Brazilian ANVISA agents
mandatory since May 22, 2010 both for Brazilian and foreign companies.
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8. INSTITUTIONS AND ASSOCIATIONS
ANVISA - National Health Surveillance
GGMED - General Office of Drugs
Anvisa Unidade 1 / SEPN Q. 515, Bloco B, Ed. Ômega, 2º andar
70770-502 Brasília - DF
tel/fax: +55 61 3448-1203/1205
e-mail: ggmed@anvisa.gov.br
GGREL - General Office of International Relations
Mrs. Marta Fonseca Veloso
Anvisa Unidade 1 / SEPN Q. 515, Bloco B, Ed. Ômega, 3º andar
70770-502 Brasília - DF
tel/fax: +55 61 3448-1078
e-mail: consulta.ggrel@anvisa.gov.br
www.anvisa.gov.br
Ministry of Health
Esplanada dos Ministérios - Bloco G
70058-900 Brasília - DF
Tel/fax: +55 61 3315-2425
http://portalsaude.saude.gov.br/portalsaude/
ABIQUIF - Brazilian Pharmacochemical Industry Association
Av. Calógeras, 15 - 10° andar
20030-070 Rio de Janeiro - RJ
Tel: +55 21 2220-3005
Fax: +55 21 2524-6506
E-mail: abiquif@abiquif.org.br
www.abiquif.org.br
ALANAC - National Pharmaceutical Laboratories Association
Rua Sansão Alves dos Santos, 433 - 8º andar - Brooklin Paulista
04571-090 São Paulo - SP
Tel: +55 11 5506-8522
Fax: +55 11 5506-8522
E-mail: alanac@alanac.org.br
www.alanac.org.br
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INTERFARMA - Brazilian Research-based Pharmaceutical Manufacturers Association
President: Mr. Gabriel Tannus
Rua Verbo Divino 1488 cj 7a
04719-904 São Paulo - SP
tel: +55 11 5180-2380
Fax:+55 11 5183-4247
www.interfarma.org.br
PRÓ-GENÉRICOS – Brazilian Generic Pharmaceutical Association
Rua Alvorada, 1280
04550-004 São Paulo – SP
tel : +55 11 3897-9767
Fax : +55 11 3845-0742
e-mail: progenericos@progenericos.org.br
www.progenericos.org.br
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9. HEALTH CARE TRADE FAIRS
FEIRA ANALÍTICA – biannual fair
Period: 26 to 28 September 2017
Local: São Paulo Expo, São Paulo - SP
Organizer: Nielsen Business Media
http://www.analiticanet.com.br
OBS: ANALITICA, the International Exhibition of Technologies to Laboratories, Analysis, Biotechnology and
Metrology, is the largest trade show for analytical technology in South America. Companies like suppliers
of laboratory equipment, equipment for analysis, diagnostic equipment, instruments for measuring, tests,
biotechnology, metrology, services are the usual exhibitors of this trade fair.
FCE PHARMA – International Trade Fair of Technology for the Pharmaceutical Industry
Date: 23 - 25 May, 2017
Local: São Paulo Expo- São Paulo
Organizer: VNU Business Media do Brasil
www.fcepharma.com.br
HOSPITALAR
Period: 16 - 19 May, 2017
Local: Expo Center Norte, São Paulo – SP
Organizer: Hospitalar Feiras e Congressos
http://www.hospitalar.com/pt/
OBS: HOSPITALAR, the International Fair for Products, Equipment, Services and Technology for Hospitals,
Health Clinics and Laboratories, is the most complete and specialized health fair in Brazil and Latin
America. HOSPITALAR is a multi-sector trade fair, featuring 730 Brazilian and international exhibito
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10. ANNEX I. REGISTRATION OF PHARMA PRODUCTS
In Brazil the registration of medical and pharmaceutical products by ANVISA (Ministry of Health) is
mandatory. This also includes medical devices, material, medicines, cosmetics, tobacco and any other
health related products.
Product registration can only be granted to companies established in Brazil and duly registered with
ANVISA. This can be either the local manufacturer and/or the local subsidiary of the foreign
manufacturer or the legally appointed local distributor.
A professional must be assigned as “technical responsible” for the product as well. Normally it is the
same person appointed to be the technical responsible for the company.
Storage room and manufacturing areas must be inspected and licensed by ANVISA before starting any
activities.
The above requirements are valid for both locally produced and imported products.
The registration process is outsourced by specialized consultant companies that prepare and submit the
registration papers to the competent authorities.
The “owner” of the register can authorize sub-licenses to various companies, for commercial or
manufacturing reasons.
The product license cannot be transferred directly from one company to another except in case of
purchasing, merging or splitting of companies. The license remains valid for a period of 5 years.
If the foreign company decides to terminate the agreement with the local distributor, it should consider
that the registration is valid for five years from the date of its publication and that the local distributor
will still have the right to commercialize the product until the end of the license. If the distributor
agrees with the termination, he can apply to cancel the register at ANVISA.
Below are directions on some steps on how to submit applications for registering medicines,
modifications, exemptions and renewals. It also provides information about the documentation required
and instructions on how to complete the application forms.
This process is very time consuming, requires excellent knowledge of the Portuguese language and
basically cannot be done without a local partner (importer) or opening a local subsidiary.

10.1 PROCEDURES FOR THE REGISTRATION OF NEW MEDICINES
Documents required for registration of a new product, applicable for those products falling within the
following categories:
A product resulting from:
• an alteration in the concentration of active substance or of its pharmacokinetic properties;
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•
•
•
•
•
•

an active substance not registered for the purpose for which it was intended;
withdrawal of the active component of a product already registered;
Replacement of the active component of a product already registered.
A product resulting from new molecular entities.
A new salt, despite the corresponding molecular body having already been authorized.
Two or more active unregistered substances, combined in the same product.

List of documents required for registration:

Document 01: Application forms FP1 and FP2, completed, appropriately, in original plus one copy.
Document 02: Receipt (original plus one copy) of the payment of the fee based on the Government
Tariff, duly authenticated and/or stamped.
Document 03: Copy of the published announcement confirming the award of the Company Operating
License.
Document 04: Receipt proving registration of the product, together with its original printed inserts
(directions for use, etc), approved in the country of origin and in other countries if applicable.
Document 05: Report of Therapeutic Testing, drafted and submitted in accordance with the sequence
required according to Resolution 01/88 of 5/1/89, of the National Health Council, paying particular
attention to the product's bioavailability and toxicity.
Document 06: Technical Report on the product containing the following items:
General data:
Pharmaceutical form in which presented;
Formula, indicating the basic components per dose required or, if possible, per gram, m/l or standard
international unit of measure;
Directions on how to administer/use the product;
Main features, purpose or use for which product is to be used;
Complementary therapeutic indications;
Contra-indications, side effects, adverse reactions;
Restrictions or precautions that need to be considered;
expiry date;
Storage precautions;
Instruction for use, if appropriate.
Pharmacodynamics:
How the product works;
Dosage (maximum and minimum doses);
Justification for recommended doses.
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Production and Quality Control:
• the complete formula of the preparation, with all its components specified by the technical
names, equivalent names and synonyms in accordance with Brazilian Common Terminology
(DCB), with the amounts of each substance expressed in metric units of measurement or in
standard units, also denoting the substances used as a vehicle or excipient;
• the production process, with a concise description of the various procedures to be carried out;
• descriptive report referring to quality control, based upon the active components of the formula
of the product, together with stability and physiochemical tests on the raw material and the
finished product;
• the tolerance limits for the tests and dosages, in the absence of official norms;
• the code or method used by the company for identification of the shipment groups or batches of
the product;
• report containing the technical data indicating no physical or chemical incompatibility between
the packaging to be used and the components of the formula of the product;
• storage and transport precautions to be taken.
Complementary data:
• mention the registration of the substance or the basic components of the formula in the
pharmacopoeia, in official publications dealing with pharmaceutical standards and/or in journals
of scientific repute;
• Enclose the bibliography on the product and the relevant literature, and in the event of the
product being of foreign origin, a full translation from the original language. DETEN/SVS can
request such information to be supplied (in duplicate for retention in its records) which it judges
necessary for assessing the scientific documentation;
• if the product contains narcotic, hypnotic or barbituric substances, provide evidence indicating
that the special provisions covering such substances have been complied with;
• demonstrate the advantages of the proposed formula, with a justification from a clinical
standpoint;
• Other details that are appropriate or necessary, including those that elucidate causes and effects,
in order to enable the health authorities to come to a correct conclusion about the product.
Document 07: Examples of the labels, printed inserts, typed in duplicate.
Document 08: Copy of the Operating License of the Company and/or its Health Permit.
Document 09: Written evidence that the manufacturing plant is overseen by the properly qualified
responsible Technical Officer.
Additional documents required:
In addition to the aforementioned documents, and depending on the product to be registered, the
following procedure must be followed, in this order:
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Document A
Copy, photocopy or transcript of the registered permit in the country of origin in the case of drugs,
medicines or pharmaceutical inputs of foreign origin.

Document B
A report containing the recommendations, contra-indications and warnings presented with the
application for registration in the country of origin signed by the Technical Officer responsible for the
product to be registered.

Document C: Good Manufacturing Practices – new mandatory inspection!
Good Manufacturing Practices (GMP) is a system of quality requirements used in the production of
medicines and medical appliances. They are defined in RDC 59/2000. A complement of this resolution
which is RDC 25/2010 made a local factory technical visit mandatory since May 22, 2010 by Brazilian
agents from ANVISA to conduct rigorous inspections of domestic and foreign medicine producers (if a
foreign manufacturer outsources the production of components or products, those facilities will also
have to be inspected).
This visit is to be totally paid by the applicant or the foreign producer and includes all travelling
expenses such as airplane tickets, accommodation, meals and transport. The medicines can also be
submitted to clinical tests.

10.2 PROCEDURES FOR THE REGISTRATION OF A SIMILAR DRUG
The documents required are the same as those required for registering a new product, with the
exception of Document 5 (therapeutic test report). This should be replaced by a report that must be
drawn up in accordance with Resolution 4/78 of the Medicines Technical Chamber, of the National
Health Council, the requirements of which are set out below:
POINTS TO BE TAKEN INTO ACCOUNT IN DRAWING UP THE REPORT (RN 4/78 OF CTM/CNS):
A "similar" drug is that which contains the same therapeutically active substance or substances as the
basis of its formula and which possesses dosage directions similar to the medicine which is already
registered in Brazil.
In cases where the "similar" drug submitted for registration differs from the original medicine, whether
in its pharmaceutical form, its dosage, its method of administration and side effects, it is essential to
submit complementary descriptive information containing documented scientific proof in accordance
with the instructions for registering a new product in Brazil.
Alteration of the registration of a "similar" drug which has already been granted, with respect to any of
the conditions mentioned in (b) above, is also subject to the same requirements as set forth in that same
item.
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NOTE: The Brazilian Sanitary Surveillance Agency (Anvisa) may request the latest scientific data for the
"similar" drug (registered or in the process of being registered) whenever considered appropriate.
The applicant is required to draw attention to the similar product by citing its name and its respective
permit number.
Observations:
All the documents must be signed by the Legal Representative of the company concerned;
In addition, documentation referring to the technical aspects of the application must be signed by the
responsible Technical Officer.

10.3 REGISTRATION COSTS
http://bvsms.saude.gov.br/bvs/saudelegis/anvisa/2006/anexo/anexoI_res0222_28_12_2006.pdf
According to Resolution RDC nº 222, from 28 December 2006, new medicine registration costs are according
to the size of the company. Please check Annex I and II.
Prices confirmed on 26/6/15 ANVISA
1)
2)
3)
4)
5)
6)

Micro-company – Law 9841/99, modified by Decree 5028/04. Registration fees from R$ 4000 ( new
drug) to R$ 300 ( homeopathic or plant medicines)
Small company – Law 9841/99, modified by Decree 5028/04. Registration fees from R$ 8000 ( new drug)
to R$ 600 ( homeopathic or plant medicines)
Medium company group IV– annual budget equal or less than R$ 6.000.000,00. Registration fees from
R$ 32.000 ( new drug) to R$ 2400 ( homeopathic or plant medicines)
Medium company group III– annual budget from R$ 6.000.000,00 up to R$ 20.000.000,00. Registration
fees from R$ 56.000 ( new drug) to R$ 4200 ( homeopathic or plant medicines)
Big company group II– annual budget from R$ 20.000.000,00 up to R$ 50.000.000,00. Registration fees
from R$ 68.000 ( new drug) to R$ 5100 ( homeopathic or plant medicines)
Big company group I– annual budget over R$ 50.000.000,00. Registration fees from R$ 80.000 ( new
drug) to R$ 6000 ( homeopathic or plant medicines)

Most companies outsource the registration process to specialized consultants. Their prices depend on the
activities to be carried out. Below you will find an idea of prices:
Federal license for
• Distributor – 2.500/5.000 U$ depending on the company’s size – 3 months
• Local production – 5,000/12.000 U$ depending on the company’s size – 3 months
Registration of products – 1.100/2.000 U$ depending on the company size - 6 months*
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Local production - Approx. 8.000 U$ - 14 months
* The product registration process by law should take 90 days but it is rarely completed in less than 6
months and in some cases it can take up to one year. The values do not include the ANVISA fees.
Source: Latini & Associadias

10.4 HOW TO REGISTER?
There are basically three ways to register your product:
1. Create your own Brazilian subsidiary
This approach involves the creation, registration of your subsidiary and products in order to import your
product to Brazil. This option is usually slow and costly (medical staff hiring, etc…) and best justified for
proven market and business with high investment capacity and international infrastructure.
2. Register with a local distributor/importer
The foreign company will need to find and negotiate with a local distributor knowing that it usually carries
several competing brands and often focus on one region or state of the country. The importer/distributor
has to register the products in his own name. Statistically speaking, this option results most of the time in
failure within 24 months and becomes very costly.
3. Register with a third party/authorized representative recognized by ANVISA (master distributor)
This procedure is cost effective, time saving and money saving for foreign companies. A master distributor
will register the products with Anvisa and sign a contract with the foreign company; the foreign company
will have to pay a monthly fee to the master distributor for maintaining the registration active. It is also
the foreign company that will give authorization to the master distributor for granting sales licenses to
regional distributors.
Usually these companies offer the following services:
- Determination of product category;
- Definition of regulatory prerequisites;
- Evaluation of classification with definition of ANVISA;
- Identification of other requirement certifications such as INMETRO;
- Pre-audit for certification of good manufacturing practice for registration request;
- Relay for any commercial, regulatory and administrative operations (product tracking, regulation
changes, import letters).
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Source: Infomedix magazine, February 2011
http://www.infomedix.it/index.php?c1=services&c2=trade
Register the product through an authorized representative/master distributor
Some companies, specialized in obtaining company license and product registration, developed a legal way
to import pharma products. This procedure helps the export company to save at least 8 months, allowing
it to commercialize the product without having its own company established in Brazil. Their products will
be registered at ANVISA before having (a) local distributor(s);
As these companies are legal with the Federal and State health authorities, they can register the product
in name of the export company. There are some aspects of this procedure that are important to point out:
•
•

A legal contract is set between the export company and the authorized representative with clauses
that will protect both parts. This contract can be canceled by the export company at any time;
When the export company is established and registered at the competent authorities, the product
register in the name of the authorized company can be canceled.

The costs for registering the product through an authorized representative include fees and expenses for
the registration plus a fee charged by the representative which is around U$ 1000/month as long as the
contract lasts.

10.5 COMPANIES THAT OFFER REGISTRATION SERVICES
VERA ROSAS
Ms Heloiza Chirnev
Rua Batataes, 376 – Jd Paulista
01423-010 São Paulo – SP
Tel: +55 11 3889-0875
heloiza@verarosasregistro.com.br
www.verarosasregistro.com.br
REGISTRALE
Mr Régio Machado Bertoldo
Cel: +55 61 8218-0303/+55 61 7812-6237
SIA TRECHO 03 Lote 985 – Bloco D sala 205-208
71200-030 Brasília – DF
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Tel: +55 61 3033-4040
reglo@registrale.com.br
tecnico.correlatos@registrale.com.br
www.registrale.com.br
LATINI & ASSOCIADOS
Mr. Roberto Latini - rlatini@latini.com.br
Av. Ver. José Diniz 2270
04607-001 São Paulo - SP
Tel: +55 11 5090-5080
www.latini.com.br
LA CONSULTORIA
Ms. Márcia Aguiar – marcia.aguiar@laconsult.com
Rua Purpurina 131 cj 98
05435-030 São Paulo - SP
Tel: +55 11 3034-0018/ 3031-0071
www.laconsult.com
CROFT HAWK
Mr Daniel Rosenthal – CEO
daniel.rosenthal@mandalabrasil.com.br
Daniel.rosenthal@crofthawk.fr
Cel +33 6 61 94 90
Tel+ 55 11 3323-1682
Ms Christiane Binet
christine.binet@crofthawk.fr
christiane.binet@mandalabrasil.com.br
Cel: + 55 11 8658-0205
Tel: + 33 (0)4 79 36 56 70
HQ in France:
69, rue Sommeiller
73000 Chambéry France
www.crofthawk.fr
www.mandalabrasil.com
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