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Abstract 
Medicinal plants are widely used in Brazil, for the healing of the most different diseases. On the regulatory aspect, they can be framed in several classes, 
including food, cosmetics and medicines. As in several countries, there is a boundary between these categories, with some products without clear 
classification, confusing the population that consumes these products and the production sector. The aim of this paper is to present the regulation of medicinal 
plants in Brazil, focusing on herbal medicines class, the only one allowed to present therapeutic uses claims. 
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Resumen 
Las plantas medicinales son ampliamente utilizadas en el Brasil, para la cura de las enfermedades más diversas. En el aspecto regulador, pueden ser 
enmarcadas en varias clases, incluyendo el alimento, los cosméticos y las medicinas. Como en varios países, hay un límite entre estas categorías y algunos 
productos sin clasificación clara, confundiendo la población que consume estos productos y el sector de la producción. La puntería de este papel es presentar 
la regulación de plantas medicinales en el Brasil, centrándose en la clase de las medicinas herbarias, la única de ellas que suele presentar  aplicaciones 
terapéuticas.  
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INTRODUCTION 

The Brazilian Traditional Medicine follows 
exerting an important role in primary health care, in 
the communities without easily access to medicines. 
In these communities, medicinal plants and their 
derivatives are the most used alternative to 
conventional therapy. On the other hand, following 
the world tendency, in the last decades, medicinal 
plants and herbal medicines consumption in Brazil 
has been growing significantly and the commercial 
value of these products is increasing. These facts 
concerned the Brazilian regulatory authorities and a 
better attention has been due to the safety, 
effectiveness and quality of such products.  

The Ministry of Health published two policies 
stating the role of medicinal plants and herbal 
medicines in Brazilian Public Health System: the 
National Policy of Integrative and Complementary 
Practice (PNPIC) in the Unified Health System 
(SUS) - MS/GM 971/2006 (Ministério da 
Saúde/Gabinete do Ministro) and the National Policy 
of Medicinal Plants and Herbal Medicines (PNPMF, 
Decree 5813/2006). These documents have been 
promoting and stimulating the research and use of 
medicinal plants and herbal medicines (mainly from 
the Brazilian biodiversity origin), according quality, 
safety and efficacy statements.  

Herbal medicines move US$ 21.7 billion globally 
by year. In Brazil there is not updated official data, 
but it is estimated that this market turns around US$ 
160 million by year, growing in an annual rate of 
15%, while the synthetic medicines market grows 
around 4% by year. Considering the full productive 
chain, the herbal medicines sales comprise, yearly, 
about US$ 500 million (FEBRAFARMA, 2002) and 
this amount does not include the currency spending 
on handicraft products as well as at the popular 
marketplaces. 

Brazil is considered having the greater 
biodiversity in the world, with more than 20% of the 
total number of species on the planet. This rich 
biodiversity is accompanied by a long acceptance of 
use of medicinal plants and a large traditional 
knowledge (Rodrigues, 2006; Carvalho et al., 2007). 
These facts suggest an economic market in potential 
expansion, especially considering the Brazilian 
demand by herbal medicines. 

The products derived from these plants can be 
regulated as food, cosmetics and compounded or 

industrialized medicines. However, only the products 
framed as medicine (handcrafted or industrialized) 
may bring therapeutic claims in their leaflets, 
packaging and advertising. Therefore, in Brazil, 
herbal medicines can be sold at pharmacies and 
drugstores as prescription or over-the-counter 
medicines 

The trade of medicinal plants is regulated by 
Brazilian Law 5991/1973, which states: "Dispensing 
medicinal plants is privative from pharmacies and 
herb stores (“ervanarias”), obeyed the proper 
packaging and botanical classification" (BRAZIL, 
1973). The quality control demanded in this 
statement is minimized. Thus, to be considered 
proper to be used as medicinal, the plant material 
should be found in enough amounts to be dried, 
packaged and sold, without to demand any prior 
quality evaluation or identity authentication. 

Currently, the Brazilian major authority for 
regulation of medicinal plants and derivatives is the 
Agência Nacional de Vigilância Sanitária (ANVISA). 
ANVISA was established in 1999 by Ministério da 
Saúde (MS) decree to "protect and promote people 
health ensuring the safety of products and services 
and take part in framing their access" (BRAZIL, 
1999). Apart ANVISA, the Ministério da Agricultura, 
Pecuária e Abastecimento (MAPA) defines the 
regulation of herbal medicines for veterinary use and 
some classes of foods, such as drinks from herbal 
origin. The Table 1 shows the mainly Brazilian 
regulatory guidelines about medicinal plants and 
herbal medicines. 

Unfortunately, as a specific regulation for 
phytomedicine for veterinary use does not exist in 
Brazil, pharmaceutical industries should follow the 
general boundaries of safety, efficacy and quality 
control required for general regulations of medicines 
for veterinary use. 

THE BRAZILIAN REGULATION OF PLANTS 

AS MEDICINES  

The first regulation for herbal medicines was 
published in 1967 (Resolution 22/1967) by the 
extinct Serviço Nacional de Fiscalização da Medicina 
e Farmácia (SNFMF). This guideline defined all the 
essential aspects to the herbal medicines registration, 
such as the proper botanical identification of the 
drug, basic quality standards and the need of efficacy 
and safety proofs. That guideline has been 
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periodically updated and the fourth and current 
version is the guideline RDC 48/2004.  

These requirements are ensured through 
certification of Good Manufacture Practices (GMP). 
Safety assessments include the same requirements as 
for conventional pharmaceuticals and special 
requirements of traditional use without showing 
harmful effects.  

Beside RDC 48/2004, there are several 
complementary specific guidelines named RE 
(Resoluções Específicas): 

1 - RE 88/2004: contains a list of 18 reference 
books with scientific information about medicinal 
plant, giving a score to each reference. Since the 
plant is quoted in an enough number of books, none 
additional evidence on safety and efficacy is required 
to register the herbal medicine. RE 88 also score data 
from monographs, containing ethnopharmacological 
information, chemical data, preclinical studies and 
clinical trials. 

2 - RE 89/2004: contains a list of 34 traditionally 
used medicinal plants, providing basic data such as 
latin and vernacular names, part of the plant to be 
used, labeling, information on use, indications, daily 
doses and restrictions for use. To register a herbal 
medicine based on species from this list, any 
additional information on safety and efficacy is 
needed. 

3 - RE 90/2004: covers the minimum 
requirements for conducting preclinical toxicity 
studies of herbal medicine, including Lethal Dosis 
(LD50) determination as well as acute, subchronic and 
chronic toxicity protocols. These guidelines provide 
detailed information about all required evaluation, 
including genotoxicity assays. 

4 - RE 91/2004: covers the requirements to cancel 
the register or to keep any change on the previously 
registered herbal medicine, such posology, 
pharmaceutical form, formulation, etc.  

The guideline 48/2004 also states about 
authenticity, purity and integrity proofs and 
qualitative and quantitative analyzes of chemical 
markers. All employed analytical protocols to 
manufactured product quality control should be 
validated as required by RE 899/2003. 

By ANVISA, herbal medicines (phytomedicines) 
must contain only herbal drug preparations (extracts, 
tinctures, fatty or essential oil, resins, etc.) as active 
ingredient and should be characterized by efficacy, 
safety and quality assurance. Herbal medicines are 
regulated in Brazil as conventional drugs. They have 

to meet similar quality, safety and efficacy criteria 
required by ANVISA for all pharmaceuticals. 

According to the guideline 48/2004, plants or 
parts of these to be used for tea preparation 
(infusions) cannot be registered as herbal medicines, 
even though such species is considered medicinal. 
Also, the guideline 48/2004 establishes specific 
requirements, based on quality assurance, requiring 
the reproducibility of activity of herbal medicine, 
which can only be achieved by using standardized 
extracts and rigid quality control. Thus, only 
pharmaceutical industries presenting ANVISA Good 
Manufacturing Practices and Control certificate 
(CBPFC) (guideline RDC 210/2003) may request 
registration of herbal medicines. So far, ANVISA 
approved about 600 herbal medicines registration 
from roughly 150 medicinal plant species, only 16% 
South American origin.  

Unfortunately, as medicinal plants and herbal 
medicines are extremely complex material, there is a 
lack of protocols and suitable methods to evaluate 
this class of products (Ong et al., 2005). 
Consequently, standardizing plant extracts, the 
reproducibility of its composition, and maintenance 
of the therapeutic effects and quality, have been the 
biggest difficulties faced to registration of herbal 
medicines (Lima et al., 2005). Thus, producers have 
been preferred to register their products as cosmetic 
or food, because to these classes the safety and 
quality requirements for registration are simplest than 
to herbal medicines.  

By ANVISA, medicines containing herbal active 
ingredients can be registered also as “dinamizados” 
(homeopathic, anthroposophical and antihomotoxic 
medicines), regulated by guideline 26/2007. These 
medicines follows homeopathy principles and, 
despite the active ingredients are not exclusively 
from plant origin, the vast majority come from the 
plant kingdom, opening another area of use of 
products from this source. 

THE BRAZILIAN REGULATION OF PLANTS 
AS FOOD  

In accordance to the Brazilian Law 986/1969, 
medicinal plants registered as food cannot present 
therapeutic claims. On the other hand, these products 
can be registered as “special food” that can present 
“functional” or “health” claims. According to 
ANVISA, functional claim means food has some role 
on growth, development, maintenance and other 
functions of the standard and healthy human body. A 
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health claim, for instance, suggests or infers in a 
relationship between food with ailment amelioration 
or any other condition related to health. 

ANVISA guideline 18/1999 fixes the basic 
specifications for so-called functional or health 
properties on food labeling, while the guideline 
19/1999 determines the requirements for its 
registration. Register food containing such claims 
should be supported by strong scientific information. 
Health claims - reference to the cure or prevention of 
disease - are not allowed.  

ANVISA also classify medicinal plants as “new 
food”, defined as “foods or substances with no 
history of consumption in the country, or foods added 
by substances already consumed or used at much 
higher levels than those currently observed in the 
regular human diet”. New food products label can 
bring functional health claims, but ANVISA 
guideline 16/1999 states that to apply to registration 
of these products, foods industries must present 
strong technical and scientific information about 
safety and functional and health claim evidence.  

Dried parts of plants can be register as “Tea”, 
regulated by ANVISA guideline 23/2000, which 
provides the basic procedures for registration of these 
products. Teas are exempt from registration 
according to guideline RDC 278/05. The guideline 
RDC 267/2005, updated by guideline RDC 219/2006, 
fixes the technical requirements of plant species to 
prepare teas. Examples of medicinal species cited by 
these guidelines are: Camomila (Matricaria recutita), 
Capim limão (Cymbopogon citratus), Chá verde 
(Camellia sinensis), Erva cidreira (Melissa 
oficinalis), Erva doce (Pimpinella anisium), Guaraná 
(Paullinia cupana), Hortelã (Mentha piperita), Boldo 
(Peumus boldus) and Uva (Vitis vinifera). 
Considering all these plants have been used as food 
since ancient times, but also present pharmacological 
effects, these products comprise a gray area between 
food and medicine. 
Plant derivatives in cosmetic preparations 

According to the Decree 79094/1977, only 
products for external personal use with aesthetic, 
protective, hygienic or smelt purposes can be 
registered as cosmetics. Just like foods, it is not 
possible to state therapeutic claims for these 
products.  

There is no specific guideline to regulate 
cosmetics containing plant ingredients, so they 
should follow the usual regulations for cosmetics. 
The framing can be given through two different 

forms: by registration or notification, according to 
their safety degree and suggestions of use. The main 
related legislations are ANVISA guidelines RDC 
211/2005 and RDC 343/2005. 

CONLUSION 

Brazil, considered its larger worldwide genetic 
biodiversity, presents a wide and spread tradition of 
use of medicinal plants. Linked to traditional 
knowledge, there is an avid population for health care 
(Rodrigues, 2006). The policies of Integrative 
Practices in SUS (PNPIC) and Medicinal Plants and 
Herbal Medicines (PNPMF) stimulated studies and 
encouraged the use of safe and effective products 
from plants origin. On the other hand, they have been 
increased the lobby to relax the requirements to 
register herbal medicines. 

Registration of foreign plants as medicinal 
generally does not face up major problems due to the 
available scientific information worldwide. However, 
for the Brazilian native plants species, this 
framework is rather different because the lack of 
essential critical information for registration, 
particularly regarding to quality, toxicology and 
pharmacology criteria. 

To stimulate the use of Brazilian native medicinal 
plants, promote herbal medicines sector growth and 
increase the possibility of the safe access to these 
products, Brazil is evaluating the introduction of an 
intermediary category, placed among the existing 
ones (cosmetics, food and herbal medicine) to 
accommodate products in disagreement with the 
legislation previously described, traditional herbal 
medicines including. 

Regulatory agencies are working on the 
implementation of these policies, to improve the 
regulation of this sector and the requirements of 
quality, safety and efficacy (herbal medicines) of the 
products of plant origin, to protect and promote 
consumers health. The existence of several 
possibilities of legal classification (phytomedicine, 
food, new food, tea, etc.) can confuse the consumer 
and difficult these control.  
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