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Abstract
Background: Potentized medicines include, according to the Brazilian legislation,
homeopathic, anthroposophic, and antihomotoxic medicine and are regulated by the
Brazilian Health Surveillance Agency (ANVISA).
Aim: This study aims to analyze and describe a profile of potentized medicines
manufactured in Brazil, either registered or notified.
Methodology: Information was obtained by data analysis related to ANVISA’s electronic
medicine registration system.
Results: The results, obtained as of September 2012, showed that 106 potentized
medicines were registered and 519 were notified. Among the registered medicines, 92.0%
were combined and 100.0% of the notified were simple medicines. For registered
medicines, there were equivalent manufacturing scales among them, whereas for notified
medicines, there was a predominance of centesimal scales. Active pharmaceutical
ingredients (API’s) of vegetal origin were the most commonly used for potentized
medicine manufacturing processes; the oral route was the most common form of
administration. Potentized medicines manufacturing units are more often located in
southeast region of Brazil. In addition, homeopathic medicines prevail as registered or
notified medicines, followed by anthroposophic medicines.
Conclusions: The results of the study are expected to be useful as reference material for
ANVISA to improve its regulatory activity as well the industry sector and other
stakeholders.
Keywords: Homeopathy, Anthroposophic medicine, Antihomotoxic medicine, Drug
surveillance, ANVISA, Potentized medicine
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Introduction
The World Health Organization (WHO),
in spite of great advances in public
policies over the past 30 years still
estimates that a substantial part of the
population has no access to either
conventional health care services or to
affordable, essential medicinal products,
most of them are located in developed
countries.1 In these countries, primary
health care uses traditional or popular
treatments such as acupuncture, herbal
medicine, and homeopathy.2-5
Homeopathic therapeutics is based on
the premise of bringing vital energy to a
state of balance, restores body
homeostasis, and to “cure the similar by
the similar,” by comparing potentized
medicine’s principle of action to the
patient’s symptoms.2,5-7 The efficacy of
Homeopathy has been proved by
biological tests, and its utilization has
increased all around the world in past
few decades.8-11 It is also clear that
benefit-to-cost ratio of this therapy is
satisfactory, especially if compared to
high costs of modern medicine practices.2
It is also considered an easily
administered, safe and affordable.7,11-13
According to Brazilian Health Ministry
(HM) data (1986), only 14 countries held
regulations for homeopathic medicines,
rising to 83 countries in 2003. In mid2009, there were 7000 homeopathic
physicians practicing in 49 countries.4
With homeopathic medicine products
being well recognized in countries such
as India, USA, France, and Germany, and
with the continuing globalization process
and easy access to information, this
knowledge has spread worldwide.14

Homeopathy has already been included
in the national health system of many
countries, including Germany, Pakistan,
India, Mexico, Cuba, and Brazil.4,15-18 In
Brazil, there are two licensing processes
for potentized manufactured medicines
issued by Agência Nacional de Vigilância
Sanitária (ANVISA) according to the
Collegiate Board Resolution - Resolução
de Diretoria Colegiada (RDC) 26/2007:
The medicine registration, which
requires a longer and more detailed
approval process, and the notification
process, a marketing authorization that
is simpler and faster. To register a
potentized medicine, a company has to
present documents and investigations
related to quality, safety and efficacy of
the medicine. It is necessary to present
data to support the therapeutic claims.
ANVISA evaluates all the documents and
decide to accept or decline the license.
The notification process is electronic and
automated. If the company is authorized
to manufacture medicines and follow
pre-established patterns, the product
may be immediately licensed by ANVISA
and the suitability of the product is
verified afterwards through audits of
manufacturing
companies.
For
registration or notification of a
potentized medicine, the company can
choose any of the 1,868 active substances
available in the Normative Instruction
(IN) No. 05/2007. In addition, for
medicines subjected to registration, the
company can also use active ingredients
not included in this resolution, since it
has to independently prove the safety
and therapeutic efficacy of the substance,
range and desired power. Compound
medicines are not registered or notified
at ANVISA. Its production is made in
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authorized pharmacies according to a
doctor’s prescription.
All potentized manufactured products
were registered in Brazil as homeopathic
medicines until the beginning of 2007. In
2007, ANVISA issued the RDC 26/2007—
including
new
categories
of
manufactured products: anthroposophic,
antihomotoxic, and homeopathic, and
named the group “potentized medicines”.
19 The translation for this term in the
Brazilian legislation is “dinamizado”. RDC
26/2007 is complemented by three
normative instructions. First is IN
3/2007, which publishes a list of
bibliographic references aimed at
establishing an evaluation of safety and
efficacy of potentized medicines. Second
is IN 4/2007, a “Guide for promoting
studies of stability for potentized
medicine.” Third is IN 5/2007, which
regulates the limits for registration and
notification of potentized medicines.19-22
RDC 26/2007 defines potentized
manufactured medicines as any product
whose
preparation
comes
from
substances derived from successive
triturating processes and/or dilution,
followed by succussion, crushing, or any
other kind of rhythmical agitation,
administered in accordance with
homeopathic,
homotoxicologic,
and
anthroposophic therapeutics, and with
the aim of preventive or curative use.19
The difference between the three
categories of potentized medicines is
given on the basis of the principle
followed, i.e. if the foundations and
methodologies
are
grounded
on
homeopathic,
anthroposophic,
or
antihomotoxic principles, then the

products
will
be
homeopathic,
anthroposophic,
or
antihomotoxic
19
medicines, respectively.
In the preparation of homeopathic
medicines,
the
pharmaceutical
technology mainly uses the decimal and
centesimal scales according to the
Hahnemannian
or
Korsakovian
23
methods.
Anthroposophic medicines are those
manufactured according to the principles
and processes of anthroposophy, which
reflect the interrelationships between
humans and nature, at physical, vital,
psychic and spiritual levels and shows
how these natures act in interrelation in
a constant attempt to provide a dynamic
balance.24-25
The antihomotoxic medicine acts by
stimulating the immune system by
activating the detoxification process of
homotoxins and the stimulation of the
organs.26-27
The Brazilian government implemented
homeopathy treatment as a public health
service in 1985, and in 1986 it became a
part of medical specialties assistance in
ambulatory care for the Brazilian
population.28,29
Acceptance
was
immediate, and since then it has been
undergoing an increased expansion.2
Homeopathy as a medical specialty is
present in Brazil’s public health services
in 20 states of the country, 16 capitals of
Brazilian states, and 158 towns.2 In 2006,
pursuant to Ordinance 971/2006 of HM,
homeopathy specialty was included into
the National Policy on Integrative and
Complementary Practices - Política
Nacional de Práticas Integrativas e
Complementares (PNPIC) of Brazilian
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Unified Health System - Sistema Único de
Saúde (SUS).30
One of the guidelines of this policy is the
provision of access of public production
of homeopathic medicines. Homeopathy
was included in the Policy to enrich and
strengthen the public health system and
improve the quality of life of the
population and, therefore, has an
important role in public health of the
country.31 ANVISA is a key part of PNPIC,
because it aims to promote and protect
Brazilian population’s health, through
medicine, by building up an effective
regulatory control, health sanitary,
vigilance
on
commercialization,
dispensing
and
distribution
of
pharmaceutical products, and it rules on
licensing and supervision of the
manufacturing process.32
In Brazil, no manufactured medicinal
product, including those imported, is
allowed to be sold, or delivered for
consumption before licensing by ANVISA
Medicine licensing is valid for five years,
but this official sanction is renewable for
successive
periods.
Revalidation
processes are required in the first
semester, in the final year of a five-year
period, before ending the current official
sanction.33
The Brazilian first resolution for
homeopathic medicine was issued by the
Brazilian National Organization for
Medicine and Pharmacy Regulation—
Serviço Nacional de Fiscalização da
Medicina e Farmácia (SNFMF)/MS
Ordinance 17, dated 22th August 1966,
which was about the manipulation,
prescription, manufacturing, and sale of
those products used for homeopathy. In

2003, it was published as a new
resolution, named as RDC 139, dated
29th May, setting some specific rules for
homeopathic
medicines
including
registration
and
exemption
of
34
registration.
From the start of licensing of potentized
medicines by ANVISA, no survey about
qualitative and quantitative monitoring
of potentized medicines has been
performed, so the aim of this study is to
analyze and describe a profile of
manufactured potentized medicines in
Brazil, either registered or notified.

Materials and Methods
A descriptive, retrospective, exploratory
research including quantitative and
qualitative data was conducted to
evaluate
potentized
manufactured
medicines under valid registration or
notification according to Brazilian
normative rules. The characterization for
these medicines included the following
variables: number of valid registered and
notified medicines by company and
API’s; qualitative and quantitative
products’ composition; simple and
combined products, their pharmaceutical
form, as well geographical distribution of
those companies responsible for
registration or notification.
All information were gathered from
primary data, through registers of
expedient’s evaluation and renewing for
potentized medicines, as well through
the system of potentized medicine
notification, listed on DATAVISA,
ANVISA’s internal system.
Further each of the process was enquired
in detail, aiming at developing, through
the use of qualitative and quantitative
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data, a profile of potentized medicine
under valid registration, as of September
2012, in Brazil. Thus, among all these
valid processes, information was
collected about the register expiration
time, the qualitative composition,
pharmaceutical form, restriction for sale,
and holding companies.
Based on the registered application in
accordance with the ANVISA database,
the medicines were classified as simple
or combined medicines, and a survey
about each API was performed on
Biblioteca Nacional de Saúde (BVS)
system - Virtual Health Library (VHL),
available at: http://decs.bvsalud.org/cgibin/wxis1660.exe/decsserver, aimed at
classification according to origin. This
site categorizes substances into three
origin types: plant, animal, or chemical
origin.
Finally, the distribution of medicines’
registration
and
notification
per
company was evaluated, the size of each
was considered in accordance with
framework adopted by ANVISA,35 and
according to the geographical location.
To include only valid registered
medicines in the research, some
exclusion criteria were adopted: (a)
potentized
manufactured
medicine
registered with DATAVISA system whose
register, application, renewal, or
notification was expired; (b) Registered
applications of potentized medicine was
not valid at time of survey.
Additionally, exclusion criteria was
established to keep out any repeated
potentized
medicine
application
processes, because during this work,
searches were performed by several

different subjects, whose searches could
have found the same process number, i.e.
the same medicine.
After this exploratory path, the collected
contents were dealt with as quantitative
data. Data analysis was performed using
Microsoft Excel 2003 software. Tables
and graphs are prepared to organize the
frequency of variables as well to describe
the profile of potentized medicine
manufactured in Brazil.
In compliance with ethical issues,
ANVISA’s permission was obtained for
data
accessing
(Memorandum
2880/2012—ASEGI/ANVISA).
The
names of involved companies and
medicines were blanked out.

Results and Discussion
Survey of potentized manufactured
registered medicine
According to the matter concerned,
“997–Registro de Medicamento Migra
(Drug registration),” 354 processes for
registered applications were found, but
none of those referred to potentized
medicine. However, when searched by
subjects,
“118–Registro
de
Nova
Associação no País (New association)”,
“139–Registro
de
Medicamento
Homeopático Novo (New registration)”
and “1619–DINAMIZADO-Registro de
Medicamento (Potentized medicine)”,
filed since the year 2000, there was a
total of 213 application processes for
potentized medicine registration.
Investigation by subject number, “159–
DINAMIZADO—Renovação de Registro
do Medicamento (Drug registration
renewal),” found 299 applications (filed
petitions) concerning a total of 189
potentized
medicine
registration
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processes, and some of those processes
were attached to more than one kind of
registered application. Among the 189
registration processes, which were found
by the search term “renovation,” nine of
them were located neither on DATAVISA
system nor physically incorporated on
Arquivo (ANVISA documentation unity);
the last one dated back to 1980. Thus, by
terms such as “renovation” 180
registration processes for potentized
medicines were found and included in
the research.
The interpretation of data collected from
the DATAVISA system found 106
potentized medicines under valid
sanitary registration in Brazil. Moreover,

among these, only five (4.7%) of them
were prepared from a single API.
With reference to combined APIs in
registered potentized medicines: 34.9%
were composed by four APIs; 17.9% for
three, and also 17.9% including five APIs;
11.4%, two APIs, and 6.6% are composed
by six APIs, in their formulations. Those
products presenting higher quantity of
APIs in their composition (from 7 to 22
API’s) composed 6.6% of registered
medicines. Therefore, there is a small
amount (4.7%) of medicinal products
whose preparation takes only one active
ingredient, with a large majority of them
(95.3%) resulting from a combination of
substances (Graph-I).

Graph - I: Percentage of potentized medicines with currently valid license, as of September
2012, by the number of APIs in the formulation.

Thus, 95.3% of registered products are
classified as combined medicine, whose
safety and efficacy of combination were
properly confirmed upon registration,
according
to
current
Brazilian
resolutions. Because there is no
limitation in the number of APIs in
potentized medicines formulation in
Brazil, the registration process for them
has become a very interesting option and
is a widely option by these companies. It
was confirmed by the large number of

registered combined medicines, as well
as by the number of APIs used in product
manufacturing.
Potentized medicine companies, more
often than not, have chosen a
combination of substances, perhaps to
draw distinction as an alternative, to
differentiate themselves from a wide
range of other notified or registered
medicines, or from those medicines
already in the market.
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For those 464 times that APIs were used
for potentized medicines under valid
registration, it was possible to observe
the distribution concerning the dilution
and scales used. There was a certain

balance between the applied scales, since
47.7% of the potentized medicines
registered were prepared by the decimal
scale, and 51.9%, by centesimal one
(Table – I).

Table - I: Active ingredient dilutions and scale/method (AIDS) of potentized medicines
under valid register, as of September 2012.

Regarding sales restriction for potentized
medicines, 95 (89.6%) are classified as
non-prescription products (over the
counter).
It shall be considered for pharmaceutical
forms of registered potentized medicine
that, independent of the APIs, a medicine
may
present
more
than
one
pharmaceutical form. Results showed
that 106 registered potentized medicines
resulted
in
139
commercial
presentations; 71.7% were only available

in one pharmaceutical form, followed by
26.5% under two forms, and 1.8% under
three or four dosage forms.
Múrias affirms that the oral route of
administration is the most common for
homeopathic medicine.14,28,36 Likewise,
majority of pharmaceutical forms, among
139 available commercial presentations
of registered potentized medicines, were
in tablet form (38.1%), oral solution
(26.6%), globule (17.3%), and sublingual
tablet (7.9%) (Graph – II).

Graph - II: Commercial presentation of potentized medicines, valid as of September 2012, by
pharmaceutical form.
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It was verified that registered potentized
medicines were prepared from 182
different
substances
following
classification according to the origin,
included 117 (64.3%) vegetable, 49
(26.9%) chemical, and 16 (8.8%) animal
products. This is according to VHL
database. According to Lajeunesse,11 this
datum confirms that majority of
homeopathic medicines originate from
herbal or mineral kingdoms. Múrias14
also supports this finding and upholds
that the herbal kingdom supplies most of
the raw material for homeopathic
medicine preparation, followed by the
mineral kingdom; consequently, the
animal kingdom provides the lowest
amount of raw or starting material.
Among 182 APIs, 89 (48.9%) substances
were used only once, alone, or in
combination with another active
ingredients for preparation of a
medicine, compared to 51.1% of the
APIs, which were used more than once,
either for the same or different medicine
formulations.
The diversity of APIs, used to
manufacture
registered
potentized
medicines, can be related to several
possible associations, which is not
possible for notified medicine products,

because they are authorized to use only
one
active
ingredient
in
the
manufacturing
process.
However,
although
registered
potentized
medicines present a wide variety of
combined substances, generally they are
available under fewer pharmaceutical
forms, compared to notified medicines.
For the registration of potentized
medicines, the company can avail itself of
any of the 1868 listed substances from IN
5/2007, or even APIs not contained in
this normative, since it may prove the
safety and efficacy of the substance(s),
respecting the intended scale and desired
power. Then, on evaluating 182 APIs,
which were a component part of those
106 registered products, it was found
that 169 of these substances were listed
by IN 5/2007. Therefore, registered
potentized medicines used 9.0% of those
APIs there were available in the referred
normative. It can be inferred that there is
an underutilization of APIs listed by IN
5/2007. The 13 APIs that were not
included in the table have been licensed
based on references as Materia Medica,
or by specific studies.
The APIs that resulted in a larger amount
of registered medicines are shown in
Table – II

Table – II: The most commonly used APIs for manufacturing potentized medicine under valid
registration, as of September 2012.
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As of September 2012, there were six
companies
that
had
registered
potentized manufactured medicines,
which were geographically located in the
southeast (66.7%) and south Brazil
(33.3%).
Analyzing the number of registered
potentized medicines, distributed by
region where holder companies were
from, the southeast region was
highlighted by a majority of registered
products (81.1%) and followed by South
Brazil (18.9%). At the time of this
research, the survey pointed that the
holder company, which presented the
largest amount of registered potentized
medicines in Brazil had, by its own,
almost half (45.3%) of all valid register
applications.
Companies holding potentized medicines
under valid registration were classified
by ANVISA according to their size. Two of
them were large sized companies, and
four of them were medium-sized.
Whereas stratification, by number of
valid registration processes, found that
63.2% of all products belong to large
sized companies, and just 36.8% to
medium sized companies. Thus it can be
said that large sized firms (two of them)
have, on their own, almost two-thirds of
the
total
registered
potentized
medicines.
Considering that each company produces
just one kind of product, the following
distribution for registered potentized
medicines was obtained, according to the
therapeutic category of medicinal
products, 67.0% were homeopathic
medicines, 17.9% were anthroposophic

medicinal products, and 15.1% were
antihomotoxic.
Survey of Potentized Manufactured
Medicines under Notification
Through surveys conducted using the
DATAVISA system, it was found that
there were a total of 519 potentized
medicines under valid notification in
Brazil, i.e., nearly five times more than
the number of registered products. This
may be because it is easier to license a
medicine
with
ANVISA
through
notification process than through the
registration process, despite limitations
that exist for notified pharmaceutical
product applications. Among these
limitations, for example, it is not allowed
to associate APIs, or to give commercial
names to the medicine, and it is not
allowed to write the therapeutic
indications on the package or on
advertising material.
The notification process of potentized
medicines is a simplified marketing
authorization, therefore, companies are
exempted from submitting as many
documents, including production reports
as well as quality control and safety and
efficacy reports. Companies are required
to demonstrate Good Manufacturing
Practices (GMP), presenting a certificate
issued by ANVISA for the line (solid,
liquids) of production in which the
specific
medicine
pharmaceutical
product will be manufactured, and
industries also need to provide studies of
product(s) stability.
It is mandatory that the APIs of notified
products must be included under Annex I
of IN 5/2007—Table of potencies for
registration
and
notification
of
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potentized medicines. According to this
investigation, only 12.6%, or 236 APIs of
the list, were chosen to manufacture
notified medicines.
According to the VHL database
classification, amongst the notified
manufactured medicines, 112 (47.5%)
are from vegetable origin, 85 (36.0%) are
from chemical origin, and 39 (16.5%) are
from animal origin.
Among all these APIs, 34.3% were being
used for manufacturing of just one
medicinal product, compared with 65.7%

of APIs which were being used to
manufacture more than one medicinal
product.
Investigating scales and dilutions of APIs
included in notified manufactured
medicines, the results showed that the
most used dilutions and scales are 1cH
(63.2%), 20x (15.6%), 3cH (8.1%), 6cH
(6.0%), and 1x (3.4%) (Table – III). It
was found that the centesimal scale was
the most commonly used for notified
potentized medicines (79.7%), as well as
for registered medicines.

Table – III: AIDS of potentized medicines under valid notification, as of September 2012.

The APIs, which were included in a major
amount of notified medicines, were the
following: Atropa belladonna (included in
6 medicines), Cinchona officinalis (6),
Arnica
montana
(5),
Matricaria
chamomilla (5), Nux vomica (5), Silicea
(5) and Sulphur (5).
Each API, under specific scale, dilution
and pharmaceutical form, during the
notification process of potentized
medicines, is a commercial presentation
of a notified medicine. It was verified that
85 APIs were available in only one
pharmaceutical form, i.e. available as 90
medicines; 58 APIs were available under

two pharmaceutical forms, or as 120
medicines; 89 substances were under
three pharmaceutical forms that is in 290
medicines. Finally, four available
substances under four pharmaceutical
forms, resulting in 19 medicinal
products, which totals up to 519 notified
medicines (Table – IV).
It should be emphasized that, in this case,
the number of available medicines is not
proportional to the number of
substances in pharmaceutical form
because the same substance, under
specific pharmaceutical forms, may be
notified by more than one company.
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Table – IV: Number of available APIs and potentized medicine products under valid
notification, as of September 2012.

The major pharmaceutical forms
available
for
notified
potentized
medicines are: oral solution (194), pills
(177), globules (142), oral powder (3),
ointment (2), and ovule (1). It shall be
emphasized that, according to RDC
26/2007, these notified potentized
medicines shall not be made available in
the injectable pharmaceutical form,
which is allowed only for registered
products.
There were nine companies with valid
notification with ANVISA for potentized
medicines.
Those companies
are

geographically distributed as follows:
Northeast (45.0%), followed by the South
(33.0%) and Southeast (22.0%) region.
However, when notified medicines were
categorized by region of origin, it
changed the overall framework, the
Southeast region which has the least
number of companies, presented the
majority of potentized medicines under
valid notification (77.0%). In contrast,
the Northeast region of the country
where a majority of companies are
located, has only a small number of
notified pharmaceutical products (1.0%)
(Graph-III).

Graph – III: Valid notifications of potentized medicines as of September 2012, by each region
of Brazil.

Companies, which held valid notification
of potentized medicines, are classified
with ANVISA according to their size, as

follows: small sized (33.4%), large sized
(22.2%), medium sized (22.2%), and
microenterprise (22.2%). Therefore, for
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notified products, companies have a
broader range in size than registered
potentized medicines, whilst the
companies, which have registered
potentized medicines, are medium or
large sized, companies holding notified
medicines also include small sized as
well microenterprises.
Considering stratification by size versus
the number of potentized medicines
notified, it was possible to verify that
major companies own the majority
(76.1%) of notified potentized medicines
(Table – V).
After correlating the size of notified
medicine companies to quantity of

products, it was assumed that there was
no direct relationship between them,
since there was a large variation in the
number
for
notified
potentized
medicines. Large sized companies are
completely different, considering that
one of them owns 393 potentized
notified medicines, and the other one
owns only two products; among those
different sized companies, which hold
more potentized notified medicines, are a
large
sized
company
and
microenterprise,
respectively.
In
addition, the company that holds the
highest number of notified potentized
medicines in Brazil owns three-quarters
(75.7%) of the total medicines under
valid notification.

Table – V: Number of potentized medicines under valid notification, as of September 2012,
by company and size.

Another major finding of the study was
that, among the total of evaluated
holding companies, only two owned both
valid registration and valid notifications,
and the largest registration holder is also
the one that owns the highest number of
notifications. This situation is indeed a
matter for concern, because it might
entail market centralization and may be a
determining factor for higher prices of
pharmaceutical products, it might

hamper competition, or promote the
disappearance of small sized national
companies.
As shown in Graph IV, the distribution
per category of notified manufactured
potentized medicines is: four companies
manufacture homeopathic medicines
(508 products) and one company
manufactures anthroposophic medicines
(five products). It was not possible to
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identify product subcategories from four
companies,
which
together
are

responsible for six notified potentized
medicines.

Graph – IV: Distribution of potentized medicines under valid notification, as of September 2012,
according to the specific category.

Therefore, regarding categories of
potentized medicines, homeopathic
medicines predominate among them,
either registered (67.0%) or notified
ones
(97.9%),
followed
by
anthroposophic medicines.

Conclusion
This research indicates that there are a
small
number
of
potentized
manufactured medicines under valid
registration or notification in Brazil. As of
September 2012, there were only 106
registered medicines and 519 notified
medicines.
Despite
licensed
in
accordance with ANVISA, these are not
necessarily available on the market for
the population.
Most licensed drugs (95.3%) are
obtained from the combination of
substances, i.e. associations, which does
not occur with the notified drugs that
necessarily consist of only one active
substance. Also, it was observed that
while there are only six companies
holding registered medicines, nine

companies have notified medicines,
which may be due to the fact of the
notification process is faster and less
expensive than the registration of
medicines. However, there are some
similarities between the two classes of
potentized medicines like the oral route
of administration which is the most
prevalent in both cases.
This study presented the potentized
medicines’ market situation in Brazil and
these results may be used for planning
Brazilian regulatory processes and
medicine policies and also to guide the
market for new medicine registration or
notification.
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