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Abstract

The quality management systems are tools that can be implemented in different types of industry with the purpose of achieving
improved quality standards on the products or services they develop, mainly looking to satisfy the customer and position themselves in
the market with an advantage over the products offered.

Within the pharmaceutical industry there are numerous regulations and laws that regulate and supervise the production of these
products worldwide, ensuring that the industries dedicated to this area have certain regulations and meet minimum quality objectives,
because they are products that have a high impact on human life and their improper use can mean major problems for it. This is why,
over the years, organizations have been formed.

It corresponds to a bibliographic review of international regulations on the manufacture of cosmetic products. Multiple sources are
reviewed, from the original standards that contain the minimum requirements for a company that manufactures this type of product, to
reviews by auditing and consulting organizations, as well as research on the same subject.

It is important to note that basically all regulations, rules and standards specify the same requirements to meet the needs of the
customer, and at the same time, meet the safety and quality of a product that will circulate both in domestic and international markets. In
this sense, it is clear that the most widely used standard worldwide is I1ISO 22716:2007, which is widely disseminated across all
continents, and is used as the basis for many of the national regulations implemented in countries. The changes made by local regulations
are minimal to the content of the standard, adding some clauses to it, but leaving its basic structure intact.
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1. Introduction problems for it. This is why, over the years,
organizations have been formed to analyze and regulate
the production, sale, export and import of these types of
products. (2,3)

The quality management systems are tools that can
be implemented in different types of industry with the
purpose of achieving improved quality standards on the

products or services they develop, mainly looking to When speaking specifically of cosmetic products, these
satisfy the customer and position themselves in the are regulated by the same organizations already
market with an advantage over the products offered. (1) mentioned, but they have different regulations created

especially for the cosmetic industry, these regulations
can vary according to the country where they are made
and or sold; so it is fundamental that if you want to incur
in this pharmacological area you must know the
regulations stipulated in this respect. (4)

Within the pharmaceutical industry there are numerous
regulations and laws that regulate and supervise the
production of these products worldwide, ensuring that
the industries dedicated to this area have certain
regulations and meet minimum quality objectives,
because they are products that have a high impact on This document develops a research on the main quality
human life and their improper use can mean major management systems around the world and those present
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in Costa Rica, detailing what is dictated by these products. Multiple sources are reviewed, from the
regulations and the differences between them. original standards that contain the minimum

2. Study material

It corresponds

requirements for a company that manufactures this type
of product, to reviews by auditing and consulting

to a bibliographic review of organizations, as well as research on the same subject.
international regulations on the manufacture of cosmetic

3. Results and Discussion

Table I. Regulations in Costa Rica and other regions of the world

Region
Costa Rica

United States

Europe

Germany

England

Ireland

Spain

Japan

South Korea

Taiwan
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Current regulations
The international standard 1SO 22716:2007 stands out, which specifies the good
manufacturing practices for cosmetic products. (5-7)
The Central American Technical Regulation RTCA which stipulates different resolutions
related to cosmetic products. (8)

e RTCA 71.01.35:06 which details the regulations corresponding to the
registration and sanitary inscription of cosmetic products.

e RTCA 71.03.49:08 on good manufacturing practices for laboratories
manufacturing cosmetic products.

e RTCA 71.03.45:07 about quality verification for cosmetic products.

e RTCA 71.03.36:07 for the Labeling of Cosmetic Products.

The Guide for Industry: Good Manufacturing Practices in Cosmetics which provides
guidance for industry and stakeholders on GMP in cosmetics and aims to assist the
industry in identifying standards and issues that may affect the quality of cosmetic
products. (9)

The guidelines and conditions from the European Parliament and Council Regulation:

e Article 10 which details the guidelines and conditions that cosmetic products
must meet in order to be allowed to be sold in these countries. (10)

e Regulation N0.1223/2009 which is a regulation created for the market of
cosmetic products sold and distributed within the countries that make up the
European Union. (11,12)

e Decision 96/335/EC which establishes a common nomenclature for the
ingredients used in the manufacture of cosmetic products with the aim of
achieving better control over the products that are analyzed. (13)

The guidelines based on the legal protocols from The European Trade Association for
Cosmetic and Personal Care Industry (COLIPA):

e Efficacy Guide for the evaluation of cosmetic products. (14)

e Stability testing of cosmetic products Guide to ensure that new or modified
products meet physical, chemical and microbiological quality requirements, as
well as functionality and aesthetics. (15)

The general Guidance for Manufacturers and Distributors of Cosmetic Products which is
divided into articles concerning safety requirements, responsibilities, obligations, good
manufacturing practices, product information documentation, notifications, restrictions,
traceability, animal testing, labelling, and access to information for the public. (16)

The guidelines established for auditing organizations in the field of cosmetic products set
by The Cosmetic Toiletry & Perfumery Association Limited (CTPA). (17)

The guide called the HPRA Guide to Good Manufacturing Practice of Cosmetic Products,
which provides guidance to companies on good practice in cosmetics, in addition to the
requirements of 1SO 22716:2007. (18)

The Quality Systems of the Cosmetic Industry for the Valencian Community, prepared by
the Regional Ministry of Health which contains measures that have been implemented by
the industries regarding the production of cosmetics and the evolution of this type of
products.

The guideline name Cosmetic Standard by the Japan Ministry of Health, Labor and
Welfare that specifies the list of prohibited ingredients, as well as the maximum permitted
amounts of certain compounds, where it also specifies in which types of products these
ingredients may or may not be applied. (20)

The regulation is based on ISO 22716 and considers product risk, hazardous substances,
label information, testing methods and GMP qualification at manufacturing sites. (21)

The Korean Cosmetics Act which compiles the regulations for the manufacture, import
and sale of cosmetic products. (22)

The TFDA uses the Cosmetic GMP Standard, based on ISO 22716. In the future the
TFDA plans to build an archive of product information and records, using the CNS 22716
standard, and thus build a good manufacturing practice program specific to Taiwan. (23)
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Jordan The Good Manufacturing Practices by the Jordan Institute of Standards and Metrology
which was adopted by the ISO cosmetics committee.

The FDA Consolidation in which the conditions under which the sale of cosmetics is
prohibited within the country are described. (24)

The Cosmetic Products Regulation, issued and approved by the Canadian Ministry of
Justice, through which the review and acceptance process that must be carried out to the
products that enter the country is detailed, and also the established protocol for taking
samples of the products and detailed regulations regarding the labeling and sale of
products in the cosmetic area. (25)

The Good Manufacturing Practices (GMP) were written in 2018 by the NAFDAC and are

Canada

Nigeria

focused on cosmetic products.
e The norm DER-GDL-004-00 take in consideration general considerations,
personnel, organization, qualifications and responsibilities, training, premises,
storage areas, equipment, hygiene and sanitation, production, quality control,
documentation, internal audit, external contracts and analysis, complaints and

claims and terms and definitions. (26)

Venezuela

The Manual for Good Manufacturing Practices for Cosmetic Products by CAVEINCA,

seeking to guarantee the quality of cosmetics and drugs in each of their manufacturing

stages. (27)
Colombia

The Good Manufacturing Practices, with the certifying body of SO 22716:2007. (28)

Also, as a member of the Andean Community of Nations (CAN), is regulated by the
legislation on cosmetic products, created Decision 516, 2002, in which they adopted the
Harmonized Technical Standard for Good Manufacturing Practices for Cosmetics. (29)

Definition of cosmetics

The cosmetics and personal care products can be
different types of formulations, which are applied in a
corporal way and have diverse uses, advantages and
presentations. Due to their massive use by the world
population, it is necessary to define regulations in their
formulations, treatment, production and logistics. (30)

First, it is appropriate to define cosmetic products
themselves, which, according to Article 2 of Regulation
(EC) No 1223/2009 of the European Parliament, are
defined as: ‘any substance or mixture intended to be
placed in contact with the superficial parts of the human
body (epidermis, hair system, capillary system, nails,
lips and external genitalia) or with the teeth and oral
mucous membranes, solely or mainly for the purpose of
cleaning them, perfuming them, changing their
appearance, protecting them, keeping them in good
condition or correcting body odours'. On the other hand,
the U.S. Food and Drug Administration (FDA), in
section 201 of the Federal Food, Drug, and Cosmetic
Act, defines them as: "articles intended to be rubbed,
poured, sprayed, introduced, or otherwise applied to the
human body for the purpose of cleaning, beautifying,
promoting attraction, or altering appearance. As can be
seen, the definitions corresponding to both entities are
complementary, where one delves into the areas where
cosmetics are applicable, while the other specifies the
forms of application. (30-32)

Some examples of cosmetic products are skin
moisturizers, perfumes, lipsticks, nail polish, eye and
facial make-up preparations, soaps, shampoos,
conditioners, hair dyes and deodorants, or, in short, any
substance used as a component of a cosmetic product.
(30)

History of Cosmetics
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According to the World Health Organization (WHO):
"Health is a complete state of physical, mental and social
well-being and not merely the absence of disease or
infirmity": Taking this into consideration, proper care of
the outside of the body contributes to the complete well-
being of the human being, which explains the high
demand for products of this type throughout history. It is
necessary to emphasize that, historically, different
civilizations have had different notions of what is called
"beauty”, which is the main purpose of cosmetic
products. In this aspect, each of these cultures has used
(and uses) mineral products, animal products, plants and
chemical synthesis. (33)

The first records of the use of cosmetics date back to
10,000 B.C., in the Ancient Egyptian Civilization, where
its inhabitants used aromatic oils and ointments to soften
and clean their skin, as well as to mask their body odor.
In addition, they used colored dyes on their skin, hair
and body, along with henna tattoos. However, in Egypt
these components were not only used for beautification,
but also for protection from the sun, as well as for
performing religious rituals and embalming the dead.
Later, around 3,000 B.C., ointments began to be used in
China, along with perfumes, incense and fragrances,
such as jasmine aromas. The use of these products
spread across the globe, reaching ancient civilizations
such as India, Persia, Mesopotamia, and Assyria, as well
as various African cultures. Also, it is noteworthy that
some Native American tribes painted their faces using
natural products, for battles or ceremonial events. (34)

Later in recent history, there are records that the first
cosmetic deodorant was invented in Philadelphia in
1888, to start a growing makeup industry in the 20th
century in the United States. The popularity of theaters,
operas, ballet, and the birth of the movie industry in
Hollywood led to a rapid growth of the market, where,
for example, in 1907 L'Oréal was founded and in 1914
Maybelline, where simple makeup products were sold.
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Over time, lipstick, nail polish and other types and
devices were introduced, until the industry reached the
commercial boom with which it is known today. In
addition, considering the growth of the media and
globalization, this market is likely to continue growing,
adapting to different and new trends, and selling billions
annually. (34,35)

Economic aspect in Costa Rica

The cosmetics industry has experienced growth as a
result of the increased participation of this type of
product in international markets. In this sense, in 2012,
exports of these products in Costa Rica totaled $20
million, with destinations to North America (43%),
Central America (42%), and Europe (10%). The
magnitude of these exports can also be seen by analyzing
the behavior of which between 2008 and 2012, where its
value increased from 11 million to 20 million dollars,
with a growth of 80%. Within this, orange oil stands out,
which corresponds to a third of exports, with 36.4%,
followed by soaps with 21.2%. On the other hand, the
product with the highest growth in the mentioned period
is the repellent for body use, with an average annual
growth of 72%, followed by perfumes and toilet waters,
with 71%. (30)

Quality control of cosmetic products

The quality of the cosmetics is defined by the
characteristics that the producer chooses to have, based
on the customer's requirements. On the other hand, the
quality control of a product seeks to verify that all those
quality characteristics are in accordance with standard
definitions and are maintained throughout the life of the
product. Quality control of cosmetics is important to
ensure the efficacy and safety of products and raw
materials. (36)

The use of international standards, regulations and
specifications allows the standardization of minimum
requirements that this type of products must contain,
achieving the standardization of the characteristics and
minimum products that a cosmetic can present.

It is fundamental that the pharmaceutical industries or
persons related to them have knowledge about the laws
related to the area of drugs, pharmacology, and the
cosmetic area in general, as proposed by Al-Worafi and
Clark (2,37), it is fundamental that each person involved
in the process of manufacturing or selling cosmetic
products knows their responsibilities and duties
according to the regulations or laws that correspond to
them; as well as the organization in charge is aware of
the legal standards to which they must respond in terms
of quality when manufacturing cosmetics.

On the microbiological side more specifically, cosmetic
products are widely considered to be suitable for the
growth of microorganisms, which causes organoleptic
alterations and changes in viscosity and color and can
also be potentially dangerous for humans. For this
reason, there is European and American legislation that
indicates that companies are responsible for the safe use
of this type of product, implying that a marketed product
has to be free of microbiological contamination.
According to this, the use of a PIF (Product Information
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File) is necessary for each product, which contains a lot
of information, including physical-chemical stability,
traces, impurities, package interactions and the right
amount of microbes in the raw materials and finished
product. (38)

The aspect of respiratory exposure to cosmetic products
or ingredients is also considered, since there is the
presence of aerosol or powdered cosmetic products that,
when inhaled, can present problems in the respiratory
system and, depending on the level of toxicity that it
possesses, can represent severe problems in human
health. For this reason, the main regulations should
include a review of the ingredients that make up the
products that will be placed on the market to ensure that
their toxicity levels are not high enough to compromise
the health or life of people, and to establish the
appropriate safety measures when applying or using the
cosmetic. (39)

Continuing with the theme of toxicity, it is necessary
that the industries that produce cosmetics have an
adequate and transparent determination of the elements
that are used in their products, since the constant use of
certain ingredients or daily exposure to them can
generate problems in the health of customers. As there
are different regulations and studies that may vary
regarding the maximum levels of use of some of the
ingredients, it is necessary for industries to investigate
this issue and to follow the regulations of the markets to
which they are going to sell, since a small variation in
the compound used can generate great repercussions on
health. (40) An example of this can be found in the
reference tables created by the Cosmetic Ingredient
Review. (41) where ingredients frequently used in the
cosmetics industry and their corresponding potential
health hazards are established, as well as the
concentrations in which they should be used.

Related to this, it is important for the organizations of
the cosmetic industry to implement quality management
systems for their products since having this allows a
continuous review that commits the company to improve
its performance; even for some regulations, as we will
see later, it is a requirement that a company has this
system properly defined to allow the sale of their
products. For this purpose, it is important that the
company achieves an adequate design of the quality
system and its correct implementation, making use of a
quality manual that allows the organization to guide
itself and execute its work in a better way. (17) In this
way, as Melo and Moncada (42) explains, it is necessary
that these systems be implemented, since the cosmetic
industries have the responsibility to evaluate and verify
that the products they make comply with quality tests
and are safe to be used by the clients, thus preparing a
review plan for microbiological, physicochemical, and
organoleptic tests that allow them to know the quality of
the developed product.

Regulations applicable to Costa Rica

Regarding the regulations related to cosmetic
products applicable in Costa Rica, the international
standard 1SO 22716:2007 stands out, which specifies the
good manufacturing practices for cosmetic products.
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This certification ensures compliance and verification of
good practices throughout the entire production process,
considering from the entry of raw materials, processing
and production, relevant quality controls, required
hygiene and ending with the packaging, storage and
dispatch of products. These specific regulations must
and requirements in the area of personnel, where it is
specified that the organization must have an organization
chart, the responsibilities of the high management as
well as of the personnel must be properly defined,
training on the Practices of Good Manufacture and other
trainings must be developed that provide the necessary
knowledge so that the workers can develop their tasks
satisfactorily fulfilling the regulation; as it was
mentioned previously this regulation counts on a section
directed towards the hygiene that must maintain the
personnel of the company. On the other hand, the area of
the facilities is also considered, where a detailed
description of the design and maintenance of all work
areas is found, as well as their respective cleaning and
disinfection. (5) There is then a chapter on the
equipment used in the organization, considering its
proper design, cleaning and maintenance. (6)

As explained in Good Manufacturing Practices for
Cosmetic Products ISO 22716 (7) the implementation of
this regulation on an organization means numerous
advantages that, in the case of the Costa Rican market,
implies great advances in the development of this
industry. Some of these advantages are that, by having a
certification in the regulation, it facilitates the access of
the organization to incorporate itself in international
markets, as well as it allows guaranteeing the clients a
high degree of quality on the products offered, allowing
an improvement on the image of the company and
generating more confidence on the use of its products.

A case of the application of 1SO 22716 in a cosmetic
products company is carried out by the Polytechnic
University of Catalonia. In this work, it is emphasized
that with the norm, the contamination of the products
can be reduced, but it is impossible to reach a perfect
protection, because the possibility of contamination
always exists. The norm specifies rules of how
everything must be to be able to pass an audit, but it does
not say which are the actions that must be carried out to
be able to obtain it, so that everything is adjustable to
companies of different types. (43)

Continuing with applicable regulations in Costa Rica,
there is the Central American Technical Regulation
RTCA which stipulates different resolutions related to
cosmetic products; on the one hand, there is RTCA
71.01.35:06 which details the regulations corresponding
to the registration and sanitary inscription of cosmetic
products, where the requirements that a company must
fulfill to obtain the sanitary registration for the
elaboration and commercialization of cosmetic products
are established. There is the RTCA 71.03.49:08 on good
manufacturing practices for laboratories manufacturing
cosmetic products, this regulation specifies the good
practices that must be implemented and maintained
during the manufacture of cosmetic products. Then,
there is the RTCA 71.03.45:07 about quality verification
for cosmetic products. This regulation establishes the
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evaluations and tests that must be performed to ensure
the quality of the products and that they comply with the
established specifications. Finally, there is the RTCA
71.03.36:07 for the Labeling of Cosmetic Products, this
regulation consists of specifying the information that
must be detailed on the label of cosmetic products. (8)
This regulation is supported by the Ministry of Health of
Costa Rica, which is the body in charge of ensuring that
companies comply with the specifications of the
regulation.

Regulations in other regions

In almost all countries that manufacture cosmetic
products, there is specific information and regulation for
this type of practice, in order to ensure conformity with
specifications and consumer safety, by meeting
minimum requirements. In this section, the most relevant
aspects of the regulations that apply in various regions
around the world are discussed.

In general, there is a global system for the approach of
names for cosmetic products, which contributes to the
transparency provided to consumers, regardless of the
country of origin of the product. This system is called
the "International Cosmetic Ingredient Dictionary and
Handbook", and it provides technical and descriptive
information on the materials identified as potential for
use as cosmetic products. Some of the countries using
this type of regulation are Argentina, Australia, Canada,
China, Colombia, Israel, Korea, Mexico, Norway, Saudi
Arabia, South Africa, Brazil and Costa Rica. (44)

a) United States

This country is governed primarily by the provisions
of the U.S. Department of Health and Human Services,
specifically its Food and Drug Administration (FDA).
This body published in 2013 the Guide for Industry:
Good Manufacturing Practices in Cosmetics, which
provides guidance for industry and stakeholders on GMP
in cosmetics and aims to assist the industry in identifying
standards and issues that may affect the quality of
cosmetic products. However, it should be noted that this
regulation is not legally binding, but only represents the
thinking of the FDA in terms of recommendations. In
this sense, it is recommended to keep documentation and
records of the activities performed, as well as
specifications for the buildings and equipment used in
the processes. Likewise, guidelines are mentioned to be
complied with in terms of personnel requirements, for
example, that they have the appropriate skills, and also
in terms of the raw materials to be used and the way in
which they should be handled. Finally, suggestions are
made regarding production, laboratory control, internal
audit and complaints. It is important to note that the
guide mentions a series of components that are
prohibited for making cosmetics, including chloroform,
mercury ~ compounds,  hexachlorophene,  chloro-
fluorocarbons, and methylene chloride, among others.
(9)

b) Europe

In the case of Europe, there are different rules and
regulations depending on each country, but in a general
way, the European Parliament is responsible for
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regulating and legislating the agreements issued
regarding the export, import and manufacture of
cosmetic products, these guidelines must be applied by
all countries belonging to the European Union. The
European Parliament and Council Regulation, which
describes the issues related to the cosmetic industry in
Article 10, details the guidelines and conditions that
cosmetic products must meet in order to be allowed to be
sold in these countries. (10)

Also issued by the European Parliament and the Council
of the European Union (11) is regulation No. 1223/2009
which is a regulation created for the market of cosmetic
products sold and distributed within the countries that
make up the European Union. This regulation seeks to
ensure the safety for human health of those who use
these products, as stipulated in Chapter Il of this
standard, which specifies the requirements for
production, handling, labeling and storage of products. It
also provides an exhaustive description of the
responsibilities of the persons in charge of the
production and distribution of the products, and a list of
the products that are prohibited or restricted to produce
cosmetics.

Similarly, issued by the European Parliament and the
Council of the European Union (12) on cosmetic
products and related to Regulation 1223/2009 are the
guidelines on Annex I, which describe the safety aspects
of cosmetic products; this Annex is composed of two
main parts, the first consisting of the respective product
safety information which is used for the identification of
risks and potential health hazards posed by the product.
In this information, the composition of the product, its
microbiological quality and its physicochemical
specifications are detailed, as well as a description of
side effects, toxicity and dosage. Subsequently,
corresponding to the second part of the annex, this
consists of the safety evaluation of the product where the
information obtained by a safety evaluator is included.
This evaluator must review the compliance and veracity
of the information provided with respect to the cosmetic
product, thus providing the conclusions and final
approval required for the product.

Within the European Union in 2006 Decision 96/335/EC
was issued which establishes a common nomenclature
for the ingredients used in the manufacture of cosmetic
products with the aim of achieving better control over
the products that are analyzed. This decision lists the
products that are allowed to be used in the manufacture
of cosmetics within the European Union, their
established nomenclature and the function that each
ingredient fulfils, facilitating and improving the review
of products and the quantities in which they are used.
(13)

There is also "COLIPA" which corresponds to "The
European Trade Association for Cosmetic and Personal
Care Industry" which is responsible for representing the
cosmetic industry in Europe. It produces guidelines
based on the legal protocols issued by different
authorities, so that individuals involved in this industry
can follow and comply with the necessary requirements.
It has the Efficacy Guide for the evaluation of cosmetic
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products, which details the assessment methodologies to
be implemented, as well as specifying the reports to be
generated and the information to be collected for
subsequent submission for product approval. (14) This
guide also includes a marketing ban for cosmetic
products that have been tested on animals. Its value lies
in the need to have a package of information regarding
these types of products, focusing on consumer health, for
example, on skin compatibility. (45) In addition, another
document, Cosmetics Europe, details the COLIPA
guidelines to ensure that new or modified products meet
physical, chemical and microbiological quality
requirements, as well as functionality and aesthetics
when stored in appropriate conditions; this is called a
stability testing programme, which ensures the stability
of the products on the market. This takes into account
both product characteristics, packaging, storage and
environmental conditions. (15)

On the other hand, in Germany there is a specific guide,
called General Guidance for Manufacturers and
Distributors of Cosmetic Products in Germany, which is
divided into articles concerning safety requirements,
responsibilities, obligations, good manufacturing
practices, product information  documentation,
notifications, restrictions, traceability, animal testing,
labelling, and access to information for the public. It
should be noted that this guide is based on the
international European regulation, mentioned above, but
has specific compliance guidelines for Germany. (16)

In England, The Cosmetic Toiletry & Perfumery
Association Limited (CTPA) has a set of guidelines
established for auditing organizations in the field of
cosmetic products. It states that audits of microbiological
control management should be carried out regularly to
ensure that quality systems are working properly, that
products are being made in accordance with
specifications, that procedures are being followed and
that records are being kept. Audits are made of
warehouse, distribution, water, microbiological facilities,
laboratory  controls, research and development,
complaints and claims, engineering and maintenance,
purchasing, outsourcing, personnel and training. (17)

In addition, in Ireland, there is a guide called the HPRA
Guide to Good Manufacturing Practice of Cosmetic
Products, which provides guidance to companies on
good practice in cosmetics, in addition to the
requirements of ISO 22716:2007. The regulation defines
requirements for laboratory quality control, waste,
subcontracting, treatment of off-spec  products,
deviations and unfinished products, which are not
addressed by the 1SO standard in question. (18)

Finally, a book is presented for the case of Spain on the
Quality Systems of the Cosmetic Industry for the
Valencian Community, prepared by the Regional
Ministry of Health, which is responsible for ensuring
compliance with the legislation and regulations
established for products in this area. This book contains
a collection of the measures that have been implemented
by the industries regarding the production of cosmetics
and the evolution of this type of industry in the country.
In this way, although the book created is not a regulation
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as such, it offers advice and clear explanations to the
manufacturers of these products on how to proceed with
their elaboration and adequate handling. (19)

c) Japan

The Ministry of Health, Labor and Welfare oversees
the regulation of cosmetic products in Japan. It issued
the Cosmetic Standard, which is governed in accordance
with the Pharmaceutical Affairs Law, the Cosmetic
Quality Standards manual and the Japanese Cosmetic
Ingredient Statute. This Cosmetics Standard specifies the
list of prohibited ingredients for the manufacture of these
products, as well as the maximum permitted amounts of
certain compounds, where it also specifies in which
types of products these ingredients may or may not be
applied. (20)

d) South Korea

The Ministry of Food Safety and Drugs (MFDS) is
responsible for the cosmetics and personal care sector,
where they take control of product risk, hazardous
substances, label information, testing methods and GMP
qualification at manufacturing sites. Product launches
need to take into account the list of prohibited substances
for cosmetics. The Korean regulation is based on 1SO
22716. (21)

There is also the Korean Cosmetics Act created in 1999
which compiles the regulations for the manufacture,
import and sale of cosmetic products, this act states that
the ingredients used for the production of cosmetics
must be approved by the MFDS, as well as this act
establishes the safety standards for these same products.
(22)

e) Taiwan

The Taiwan Food and Drug Administration (TFDA)
is the government body responsible for regulating
cosmetics in this country. The certification uses the
Cosmetic GMP Standard, based on 1SO 22716, which is
voluntary. Currently, 34 factories have a certificate from
this body. In the future, the TFDA plans to build an
archive of product information and records, using the
CNS 22716 standard, and thus build a good
manufacturing practice program specific to Taiwan. (23)

In the magazine "Food and Drug Analysis" a
compilation of surveillance projects on cosmetic
products in Taiwan is elaborated where it is achieved
through the review of these projects, to determine which
are the cosmetic products in which a greater level of
nonconformity or noncompliance with the regulations is
presented, through these investigations it is possible to
determine the lack of synchrony between government
entities, health and the cosmetic industry to achieve high
quality products in the market that are safe for the health
of the consumers. (46)

f) Jordan

The country is a member of the 1SO 217 Technical
Committee, and the Jordan Institute of Standards and
Metrology has established a manuscript of good
manufacturing practices, which was adopted by the ISO
cosmetics committee. Therefore, products manufactured
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in Jordan, mainly for skin and hair care, can be
considered as a good reference for compliance with
standards. (47)

g) Canada

In Canada, cosmetic products, as well as over-the-
counter medicines and natural products are regulated by
the FDA (Food and Drugs Act) and these must be duly
registered and accepted by the Canadian health system.
When talking specifically about cosmetic products, there
is the FDA Consolidation in which the conditions under
which the sale of cosmetics is prohibited within the
country are described. This specifies that the products
for sale must have a sanitary registration and license,
which ensures that the components of the products do
not pose any kind of danger to customers and must
ensure that they have been manufactured in proper
conditions. (24)

Likewise, there is the Cosmetic Products Regulation,
issued and approved by the Canadian Ministry of Justice,
through which the review and acceptance process that
must be carried out to the products that enter the country
is detailed. For these tasks, there are designated
inspectors, who must make a documentary and
photographic record of any type of cosmetics entering or
manufactured within the country, physical spaces where
they are made or utensils that are used for the same
purpose. A protocol is also established for taking
samples of the products and detailed regulations
regarding the labeling and sale of products in the
cosmetic area. (25)

This same document also specifies that, in order for a
product to be accepted for sale in Canada, a list of the
ingredients used must be provided and all ingredients
must be approved by The Food and Drug Regulations
and The Natural Health Products Regulations. There is
also a list of requirements designed for certain types of
specific cosmetic products such as hair dyes, deodorants
or products that are composed of specific ingredients.
(25)

h) Nigeria

In the African country Nigeria, the regulations
established by NAFDAC (National Agency for Food &
Drug Administration & Control) are applied, specifically
by the DER (Drug Evaluation & Research Directorate).
These Good Manufacturing Practices (GMP) were
written in 2018 and are focused on cosmetic products. In
this sense, the norm called DER-GDL-004-00 has 19
chapters, among which are its scope, general
considerations, personnel, organization, qualifications
and responsibilities, training, premises, storage areas,
equipment, hygiene and sanitation, production, quality
control, documentation, internal audit, external contracts
and analysis, complaints and claims, terms and
definitions, and finally, bibliography. This standard
serves to ensure that cosmetic products are produced in a
manner consistent with quality standards. In Nigeria, no
product may be manufactured, stored or marketed unless
it complies with the guidelines set out in the regulations.
It should be noted that these guidelines do not cover
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aspects of personnel safety or environmental protection.
(26)

On the other hand, a study published in 2015 studied the
exposure to metals in creams in Nigeria, in order to
assess the safety of using these in this population.
Unusual levels of lead and cadmium were detected,
particularly in skin gloss creams, indicating that the
standards currently applied are not effective in regulating
this quality characteristic in products placed on the
market. (48)

i) Latin America

In Venezuela there is a Manual for Good
Manufacturing Practices for Cosmetic Products by
CAVEINCA, which is prepared by the Ministry of
Health and Social Assistance of the Republic of
Venezuela, seeking to guarantee the quality of cosmetics
and drugs in each of their manufacturing stages. This
manual consists of nine chapters and an annex, which
applies to all cosmetic manufacturing companies in
Venezuela, in order to ensure compliance and identify
deficiencies in the processes. The chapters cover
personal organization and hygiene, documentation
requirements, standards related to premises, equipment,
manufacturing processes, preparation and packaging,
warehouses, quality control and maintenance and
services. (27)

In Colombia, cosmetics producers can be certified with
the health authority INVIMA, voluntarily, by Resolution
3774 of 2004, through the Good Manufacturing
Practices, with the certifying body of 1SO 22716:2007.
(28) In addition, the members of the Andean Community
of Nations (CAN), in order to harmonize internal
legislation on cosmetic products, created Decision 516,
2002, in which they adopted the Harmonized Technical
Standard for Good Manufacturing Practices for
Cosmetics, which is mandatory to opt for the certificate
of production capacity. (29)

Comparison between regulations

As has been shown, most of the regulations
applicable to the different countries contain basically the
same guidelines, specifications and issues to be
addressed, as they cover quite similar topics. In addition,
the fact that they are regulations that specify
requirements that could affect human health, it is evident
that the greatest possible standardization is being sought.
To exemplify this, the following is a comparison
between the most widely used regulations worldwide,
which are the European and the United States.

European and U.S. regulations have flexible provisions
for the introduction of new products because they rely on
producers to verify the safety and testing of their
products, rather than on a government licensing system
or market review, and there are expert committees that
provide recommendations of safe ingredients for use in
cosmetics. In addition, there are requirements for
labelling information, including ingredient declarations
and instructions for use, as well as lists of certain
ingredients that are prohibited for use in cosmetics. (49)
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Both regulations provide a high level of product safety
and quality, which is achieved without imposing
unnecessary mandatory regulations, which could lead to
obstacles to the introduction of new products for
customers. (50)

4. Conclusions

It is important to note that basically all regulations,
rules and standards specify the same requirements to
meet the needs of the customer, and at the same time,
meet the safety and quality of a product that will
circulate both in domestic and international markets. In
this sense, it is clear that the most widely used standard
worldwide is 1SO 22716:2007, which is widely
disseminated across all continents, and is used as the
basis for many of the national regulations implemented
in countries. The changes made by local regulations are
minimal to the content of the standard, adding some
clauses to it, but leaving its basic structure intact.

Given that all the regulations studied have the same
objective, which is to safeguard the integrity of
customers in different markets, by applying requirements
to the products, it is clear that they all have the same
purpose, with slightly different paths. The aspects that
most of the standards cover are quality in the
laboratories, physical, chemical and microbiological
analysis, product integrity, product handling, raw
materials and distribution, procedures and records, as
well as the facilities where they are manufactured.

Acknowledgements

We would like to express our sincere gratitude to
INIFAR and the Pharmacy School for all the support and
also to IJDRA Journal for publishing our work.

Financial Disclosure statement: The author received
no specific funding for this work.

Conflict of Interest

The authors declare that there is no conflict of interest
regarding the publication of this article.

References

1. ISOTools. Sistemas de Gestion Normalizados: Sistemas
de Gestion de Calidad [Internet]. ISOTools; 2020 [cited
2021 Sep 08]. Available from:
https://www.isotools.org/normas/calidad/

2. Al-Worafi YM. Medications registration and marketing:
safety-related issues. En: Drug Safety in Developing
Countries [Internet]. Elsevier; 2020 [cited 2021 Sep 09].
p. 21-8. Available from:
https://linkinghub.elsevier.com/retrieve/pii/B9780128198
377000030

3. Lezotre P-L. Introduction. En: International Cooperation,
Convergence and Harmonization of Pharmaceutical
Regulations [Internet]. Elsevier; 2014 [cited 2021 Sep 09].
p. 1-5. Available from:
https://linkinghub.elsevier.com/retrieve/pii/B9780128000
53300001X

4. Beg MR. Cosmetic-Regulations, Research &amp;
Marketing challenges and global compliance: An
overview [Internet]. 2020 [cited 2021 Sep 09]. Available

from:
https://osf.io/d8tzu
5. World Health Organization. Medicines:  Good



German et.al

10.

11.

12.

13.

14.

manufacturing practices [Internet]. World Health
Organization; 2015 [cited 2021 Sep 09]. Available from:
https://www.who.int/news-room/q-a-detail/medicines-
good-manufacturing-processes

ICONTEC. Certificacion I1SO 22716 Buenas Préacticas de
Manufactura para la produccién de cosméticos [Internet].
ICONTEC; 2008 [cited 2021 Sep 08]. Available from:
https://www.icontec.org/eval_conformidad/certificacion-
is0-22716-buenas-practicas-de-manufactura-para-la-
produccion-de-cosmeticos/

International Dynamic Advisors. Buenas Practicas de
Fabricacion de Productos Cosméticos ISO 22716
[Internet]. Intedya. 2020 [cited 2021 Sep 02]. Available
from:
https://www.intedya.com/internacional/285/video-buenas-
practicas-de-fabricacion-de-productos-cosmeticos-iso-
22716.html

Consejo de Ministros de Integracion Econdmica.
Aprobacion de Reglamentos Técnicos Centroamericanos
N° RTCA 71.03.49:08, RTCA 71.01.35:06, RTCA
71.03.36:07, RTCA 71.03.45:07 sobre Productos
Cosmeéticos [Internet]. N° 231-2008 [cited 2021 Sep 02].
Available from:
http://Amww.pgrweb.go.cr/scij/Busqueda/Normativa/Norm
as/nrm_texto_completo.aspx?param1=NRTC&nValorl=1
&nValor2=64869&nValor3=75501&strTipM=TC

FDA. Guidance for Industry: Cosmetic Good
Manufacturing Practices [Internet]. U.S. Food & Drug
Administration. 2013 [cited 2021 Sep 02]. Available
from:
https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/draft-guidance-industry-cosmetic-
good-manufacturing-practices

Reglamento (CE) no 1907/2006 del Parlamento Europeo y
del Consejo, de 18 de diciembre de 2006, relativo al
registro, la evaluacion, la autorizacion y la restriccion de
las sustancias y preparados quimicos (REACH) [Internet].
No 1907/2006 2006[cited 2021 Sep 06]. Available from:
https://www.google.com/search?client=safari&rls=en&q=
Reglamento+1907/2006+del+Parlamento+Europeo+y+del
+Consejo+sobre+la+evaluaci%C3%B3n,+autorizaci%C3
%B3n+y+restricci%C3%B3n+de+sustancias+qu%C3%A
DmicastREACH&ie=UTF-8&0e=UTF-8

European Parliament and the Council of the European
Union. Regulation (EC) No 1223/2009 of the European
Parliament and of the Council of 30 November 2009 on
cosmetic products (Text with EEA relevance). Off J Eur
Communitie [Internet]. 2009 [cited 2021 Sep 08];27(13).
Available from:

https://eur-lex.europa.eu/legal-
content/EN/ALL/?uri=celex%3A32009R1223

European Parliament and the Council of the European
Union. Directrices relativas al anexo | del Reglamento
(CE) No 1223/2009 del Parlamento Europeo y del
Consejo sobre productos cosméticos. En: Tratado de
Funcionamiento de la Union Europea [Internet]. European
Union Law; 2013[cited 2021 Sep 08]. Available from:
https://eur-lex.europa.eu/legal-
content/ES/TXT/?2uri=CELEX%3A32013D0674
European Parliament and the Council of the European
Union. Decision de la Comision, de 9 de febrero de 2006,
que modifica la Decision 96/335/CE, por la que se
establece un inventario y una nomenclatura comdn de
ingredientes empleados en los productos cosméticos. En:
Tratado constitutivo de la Comunidad Europe [Internet].
European Union Law; 2006 [cited 2021 Sep 08].
Auvailable from:

https://eur-lex.europa.eu/legal-
content/ES/TXT/?2uri=CELEX%3A32006D0257

The European Cosmetics Association. Cosmetics Europe:

e-ISSN: 2321-6794

[55]

15.

16.

17.

18.

19.

20.

21.

22,

23.

24,

International Journal of Drug Regulatory Affairs. 2021; 9(3): 47-56

Guidelines for the evaluation of the efficacy of cosmetics
products. Effic Eval Guidel; 2008.

The European Cosmetics Association. Cosmetics europe:
Guidelines on stability testing of cosmetic products.
Guidel Stab Test Cosmet Prod [Internet]. Cosmetics
Europe; 2004 Mar [cited 2021 Sep 07]. Available from:
https://www.cosmeticseurope.eu/files/5914/6407/8121/Gu
idelines_on_Stability_Testing_of _Cosmetics_CE-
CTFA_-_2004.pdf

The German Cosmetic, Toiletry, Perfumery and Detergent
Association. General Guidance for Manufacturers and
Distributors of Cosmetic Products in Germany. Gen Guid
Manuf Distrib Cosmet Prod Ger [Internet]. 2015 [cited
2021 Sep 07]. Available from:
https://www.ikw.org/fileadmin/ikw/downloads/Schoenhei
tspflege/2015-12-
02_IKW_General_Guidance_Cosmetics.pdf

The Cosmetic Toiletry & Perfumery Association Limited.
Good Manufacturing Practices. CTPA GMP Audit 1992
[Internet]. 1992 [cited 2021 Sep 07]. Available from:
https://www.ctpa.org.uk/file.php?fileid=1248

Irish Health Products Regulatory Authority. Guide to
Good Manufacturing Practice of Cosmetic Products. 1A-
G0048-2 [Internet]. 2016[cited 2021 Sep 03]. Available
from:
https://www.hpra.ie/docs/default-source/publications-
forms/guidance-documents/guide-to-good-manufacturing-
practice-of-cosmetic-products.pdf?sfvrsn=11

AndUjar S, Benedé R, Cuadrado P, Diez O, Javaloy S,
Lopez A, et al. Sistemas de calidad de la industria
cosmética en la comunidad valenciana: Aproximacion al
crecimiento en calidad y seguridad [Internet]. 1.% ed.
Valencia: Generalitat Valenciana [cited 2021 Sep 07].
Auvailable from:
http://www.san.gva.es/documents/152919/5745148/11_L.i
bro+Sistemas+de+Calidad+para+la+Industria+Cosmética
+0628Edicion+2003%29.pdf

Japan Ministry of Health and Welfare. Standards for
Cosmetics [Internet]. MHLW; 2000 [cited 2021 Sep 07].
Auvailable from:
https://www.mhlw.go.jp/english/dl/cosmetics.pdf

de Boer E. Understanding and implementing the
requirements of the iso 22716 good manufacturing
practices (GMP) certification standard for cosmetic
products. Int Bus Dev Manag Cosmet Ind SGS [Internet].
2014 [cited 2021 Sep 05]. Available from:
https://www.sgs.com/~/media/global/documents/white%?2
Opapers/sgs-cosmetics-whitepaper-en-11.ashx

Gonzéalez Abellédn EF, Martinez Pérez D. Quality Control
of Cosmetic Products. En: Analysis of Cosmetic Products
[Internet]. Elsevier; 2018 [cited 2021 Sep 12]. p. 39-53.
Available from:
https://linkinghub.elsevier.com/retrieve/pii/B9780444635
082000023

TFDA. About Taiwan FDA: Objectives and Future
Perspectives  [Internet]. Taiwan Food & Drug
Administration. 2014 [cited 2021 Sep 08]. Available
from:
https://www.fda.gov.tw/ENG/aboutFDAContent.aspx?id=
21

Government of Canada. Réglement sur les aliments et
drogues [Internet]. Government of Canada. 2020 [cited
2021 Sep 04]. Available from:
https://laws.justice.gc.ca/PDF/C.R.C.,_c._870.pdf

. Government of Canada. Regulatory information for

cosmetics [Internet]. Government of Canada. 2020 [cited
2021 Sep 05]. Available from:
https://www.canada.ca/en/health-
canada/services/consumer-product-
safety/cosmetics/regulatory-information.html



German et.al

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

National Agency for Food & Drug Administration &
Control. Guidelines for production inspection of large and
medium scale cosmetics manufacturing facilities
[Internet]. NAFDAC. 2018 [cited 2021 Sep 07]. Available
from:

https://www.nafdac.gov.ng/wp-
content/uploads/Files/Resources/Guideliness DRUG_GUI
DELINES/GUIDELINES-FOR-PRODUCTION-
INSPECTION-OF-LARGE-MEDIUM-SCALE-
COSMETICS-MANUFACTURING-FACILITIES.pdf
Gonzalez N, Gonzalez V. Elaboracion de un programa de
control de gestiéon para una empresa de manufactura de
cosméticos, basado en el manual de buenas practicas de
fabricaciéon de productos cosméticos de Caveinca
[Internet]. Venezuela: Universidad Monteavila; 2010
[cited 2021 Sep 07]. Available from:
https://www.uma.edu.ve/postgrados/gestion/revistas/revist
a_nro2/Teg%20y%20otros/teg_nohelia_gonzalez_2da.pdf
Gallardo G, Carillo M. Redisefio del sistema de gestion de
calidad de la empresa Scalpi Cosmética [Internet].
[Bogota]: Universidad Sergio Arboleda; 2017 [cited 2021
Sep 07]. Available from:
https://www.coursehero.com/file/65267181/Redisefio-del-
sistema-de-Gestion-de-Calidad-Scalpi-Cosméticapdf/
Rodriguez Labrador SM. Propuesta integral del sistema de
gestion para las buenas practicas de manufactura del
sector cosmético colombiano. SIGNOS - Investig En Sist
Gest. 2018;10(1):57-75.

Lopez K. Oportunidades para. cosméticos y productos. de
cuidado personal en la Union Europea [Internet].
PROCOMER,; 2013 [cited 2021 Sep 02]. Available from:
http://www.procomer.com/uploads/downloads/0425896f9
8ac2012148583ee8bbb02a909a168ee.pdf

FDA. Is It a Cosmetic, a Drug, or Both? (Or Is It Soap?
[Internet]. U.S. Food & Drug Administration. 2012 [cited
2021 Sep 06]. Available from:
https://www.fda.gov/cosmetics/cosmetics-laws-
regulations/it-cosmetic-drug-or-both-or-it-soap

Russell R. Cosmetics Use. En: Encyclopedia of Body
Image and Human Appearance [Internet]. Elsevier; 2012
[cited 2021 Sep 11]. p. 366-71. Available from:
https://linkinghub.elsevier.com/retrieve/pii/B9780123849
250000584

Gonzélez F, Bravo L. History and present of skin care
products, cosmetics and fragrances. Especially those
derived from plants. Ars Pharm. 2017;58(1):5-12.

Jain N, Chaudhri S. History of cosmetics. Asian J Pharm.
2009;3(3):164.

Parish LC, Crissey JT. Cosmetics: A historical review.
Clin Dermatol. julio de. 1988;6(3):1-4.

Galdorfini B, de Almeida MGJ, Antonio M, Borges Isaac
VL. Cosmetics’ Quality Control. En: Akyar I, editor.
Latest Research into Quality Control [Internet]. InTech;
2012 [cited 2021 Sep 11]. Available from:
http://Amww.intechopen.com/books/latest-research-into-
quality-control/cosmetics-quality-control

Clark B. Compliance with regulations and regulatory
bodies. En: Pharmacy Management: Essentials for All
Practice Settings [Internet]. 4.% ed. New York: McGraw-
Hill Education; 2016 [cited 2021 Sep 06]. Available from:
https://accesspharmacy.mhmedical.com/content.aspx?boo
kid=1850&sectionid=128240976

March GA, Garcia-Loygorri MC, Eiros JM, Bratos MA,
Ortiz de Lejarazu R. Microbiological Quality in
Cosmetics. En: Analysis of Cosmetic Products [Internet].
Elsevier; 2018 [cited 2021 Sep 08]. p. 585-97. Available
from:
https://linkinghub.elsevier.com/retrieve/pii/B9780444635
082000187

Zhu J. Resource Document: Respiratory Exposure to

e-ISSN: 2321-6794

40.

41.

42.

43.

44,

45.

46.

47.

48.

49,

50.

International Journal of Drug Regulatory Affairs. 2021; 9(3): 47-56

Cosmetic Ingredients. Cosmetic
2019;703:1-4.

Mesko MF, Novo DLR, Costa VC, Henn AS, Flores
EMM. Toxic and potentially toxic elements determination
in cosmetics used for make-up: A critical review. Anal
Chim Acta. febrero de. 2020;1098:1-26.

Cosmetic Ingredient Review. Unsafe Ingredients.
[Internet]. Cosmetic Ingredient Review. 2014 [cited 2021
Sep 09]. Available from:
https://www.cir-safety.org/supplementaldoc/unsafe-
ingredients

Melo C, Moncada L. Propuesta Documental Para La
Ejecucion De Pruebas De Calidad Con Miras a Establecer
Estabilidad Cosmética [Internet]. [Bogotd]: Universidad
de Ciencias Aplicadas y Ambientales; 2016 [cited 2021
Sep 08]. Available from:
https://repository.udca.edu.co/bitstream/handle/11158/492
ITESIS%20FINAL%20COSMETIC0S%201%20.pdf?seq
uence=1&isAllowed=y

Palomo C, Carreras L. Implantacién de la norma ISO
22716 en wuna empresa de productos cosméticos.
[Internet]. [Barcelona]: Universitat Politécnica de
Catalunya.; 2018 [cited 2021 Sep 06]. Available from:
https://upcommons.upc.edu/bitstream/handle/2117/16900
1/IMPLANTACION%20DE%20LA%20NORMA%201S
0%2022716%20EN%20UNA%20EMPRESA%20DE%2
OPRODUCTOS%20COSMETICOS. pdf?sequence=1&is
Allowed=y

Nikitakis J, Lange B, editores. International Cosmetic
Ingredient Dictionary and Handbook [Internet]. 16.% ed.
Vol. 1. Washington, DC: Personal Care Products Council;
2016 [cited 2021 Sep 09]. Available from:
http://webdictionary.personalcarecouncil.org/ctfa-
static/online/FrontMatter_\ol1%20Edited%20for%20We
bsites.pdf

Meloni M, Berardesca E. The Impact of COLIPA
Guidelines for Assessment of Skin Compatibility on the
Development of Cosmetic Products: Am J Clin Dermatol.
2001;2(2):65-8.

Chung M-H, Huang W-S, Chang Y-C, Chen Y-H, Lee M-
S, Huang S-C, et al. A review of quality surveillance
projects on cosmetics in Taiwan. J Food Drug Anal.
diciembre de. 2014;22(4):399-406.

Abu Shagra QM, Al-Groom RM. Microbiological quality
of hair and skin care cosmetics manufactured in Jordan.
Int Biodeterior Biodegrad. 2012;69:69-72.

lwegbue CMA, Bassey Fl, Tesi GO, Onyeloni SO, Obi G,
Martincigh BS. Safety evaluation of metal exposure from
commonly used moisturizing and skin-lightening creams
in Nigeria. Regul Toxicol Pharmacol. 2015;71(3):484-90.
Kingham R, Beirne L. Cosmetics Regulation in the United
States and the European Union: Different Pathways to the
Same Result. [Internet]. 2011[cited 2021 Sep 10].
Available from:
https://cosmeticsinfo.org/sites/default/files/CosmeticRegul
ations.pdf

Consumer Product Safety Commission. Regulations,
Laws & Standards [Internet]. CPSC.gov. 2020 [cited 2021
Sep 11]. Available from:
https://www.cpsc.gov/Regulations-Laws--Standards

Ingredient Review.



