INTERNATIONAL JOURNAL OF

PHARMACEUTICAL AND HEALTHCARE INNOVATION

journal homepage: www.ijphi.com

Review Article

OPEN

Cosmetic- regulation, research, marketing challenges and global compliance

Shubhangi Jaraut?!, Satya Prakash Singh*2

L2 Amity Institute of Pharmacy, Amity University, Uttar Pradesh, Lucknow Campus

Article Info

Abstract

Article history:
Manuscript ID:

IJPHI0916292024
Received: 09- August -2024
Revised :16-August-2024
Accepted: 29-August-2024
Available online: September

2024

Keywords:

Beauty industry, Skincare, Safety
assessment, Quality, Regulatory
Compliance

*Corresponding Author:

spsingh@lko.amity.edu

The beauty industry, encompassing skincare, color beauty product, hair products,
scents & personal grooming is a sector that has a market of billions of dollars & one
that is expanding because people are becoming more conscious about health, wellness,
and beauty products. Cosmetics not only take part in influencing the global financial
system also offer individuals the capacity to boost their social engagements
throughout different sovereign states. The application of beauty products is not a
recent phenomenon; its origins can be traced back to ancient civilizations like those of
the Egyptians, Greeks, and Romans. Historical records show that even Neanderthal
humans used red, brown, and yellow pigments made from clay, mud, and arsenic to
paint their faces, and they fashioned hair curlers from bones. Due to its innovative,
dynamic, and intricate nature, the cosmetic industry requires regulation to assure
protection and caliber of its items, thereby preventing any negative effects on
consumer health.

The main objective of regulatory compliance is to make sure that products meet high
standards, are safe, and work well for human use. In line with this principle, cosmetic
regulations were established to oversee qualities that set cosmetics apart from other
product categories, where factors like quality, safety, and efficacy are crucial. Key
regulatory requirements include aspects such as nomenclature and labeling. The
variations in these regulations across different countries lead to differences in how
safety assessments for cosmetic products are carried out.
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INTRODUCTION

Cosmetics are substances administered to the
body with the intention of enhancing
desirable traits, refining the appearance, or
beautifying as shown in Figurel. Dental care
products, hair care items like shampoos,
conditioners, and styling gel, cosmetics such
as mascara, lipsticks, nail polish, eye and
facial makeup, and perfumes, as well as
skincare products like creams, lotions, and
powders, and grooming essentials like after-
shave lotion, hair dyes, hair sprays,
deodorants, and antiperspirants are just a few
examples of the many products that are
included in the category of cosmetics.

Schneider et al. described skin care items and
cosmetics as concoctions of artificial or
natural chemical substances intended to
enhance the body's look or odor [1].

The Drugs and Cosmetics Act of 1940 defines
a cosmetic as any product intended for use
upon the human body or its parts through
methods like massaging, pouring, dispersing,
spraying, or other means. Its purpose is to
clean, beautify, enhance charm, or change the
visual aspect. This interpretation also covers
any item meant to be used as a part of a
cosmetic. [2].

The utilization of cosmetics has a rich history,
extending to ancient times such as Egyptian,
Greek, and Roman civilizations,
demonstrating that it is far from a modern
trend. Some infrequent instances from
historical records suggest that Neanderthals
employed reds, browns, even yellows
obtained from clay, mud, & arsenic for facial
painting. Hair was curled using bones, and
essential social information was
communicated through the use of makeup,
tattoos, and decorations [3].European
Regulation No. 1223/2009 provides a
definition for a beauty product as follows: “A

Vol.l, Issue IV

substance or mix of substances intended for
use on the external parts of the body, such as
the skin, hair, nails, lips, and external
genitalia, or for contact with the teeth and the
mucous membranes in the mouth. These
products are mainly used for cleaning, adding
fragrance, changing appearance, protecting,
or maintaining these areas, or addressing body
odors [4].
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Figure no.1 The image depicts a woman, surrounded
by various beauty and grooming products. To the left
of the head, there are illustrations of eyeshadow,
sunscreen with SPF 50, and compact powder. On the
right, there are images of hair dye and lipstick. The
arrangement suggests the application areas for each

product on the person’s body.

Categorization of Cosmetic Products-

The challenge of defining categories and
regulations is a shared concern across regions
like the EU, USA, and Japan. This poses an
issue as a product, when marketed in different
regions or countries, may receive varying
classifications,  potentially leading to
compliance with distinct requirements that
differ from those applicable to cosmetics. As
an illustration, certain products undergo pre-
market approval and face constraints on their
composition and manufacturing procedures.
This  diminishes  flexibility  without
necessarily enhancing safety. Moreover, the
complication arises when certain categories of
these products are nonexistent in certain
countries, potentially hindering international
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trade.In the US, the Food Drug & Cosmetic
Act establishes two primary product
classifications: Cosmetics and Drugs. The
drug category encompasses over-the-counter
(OTC) drugs, which are available for
purchase without a prescription. Similarly, in
Canada, products are classified into
categories that include cosmetics, as well as
over-the-counter (OTC) or natural health
products (NHP), with the latter of which
regarded as a portion of the broader category
of “drugs”.

In Japan, the market follows a distinctive
system for classification where beauty items
fall into two main categories: Cosmetics and
Quasi-drugs. Within the beauty product
category, there are six subcategories which
include fragrances and colognes, cosmetics,
and skincare items, Quasi drugs are described
as items designed to prevent nausea and other
forms of discomfort, alleviate issues like skin
irritation due to excessive heat and
tenderness, promote hair growth, remove or
inhibit hair growth, and control or eliminate
pests such as mice, flies, mosquitoes, and
fleas.

Table no.1l. Instances of cosmetic and
guasi-drug items in Japan.

Category Examples

Perfume and eau de cologne
Makeup products

Skincare products

Haircare products
Special-purpose cosmetics
Cosmetic Soaps

Perfume, eau de cologne, etc.
Foundation creams, lipstick, etc.
Cosmetics Shampoo, hair treatment, etc.
Sunscreen, shaving cream, etc.
Soaps for cosmetics

Skin lotion, essence, cleansing cream, etc.

Deodorants, hair growth treatment,
depilatories, hair dyes, bath products,
dentifrice, medicated cosmetics
(anti-dandruff products; shaving
products; anti-acne products)

Quasi-Drugs

The classification systems in China and Brazil
closely resemble that of the EU, with
additional subdivisions for cosmetics. In
China, according to the new CSAR, beauty
product are categorized into specialized both
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basic and cosmetic makeup. Special
cosmetics encompass items such as hair
coloring and perming product, products for
dark spots or patches removal (whitening),
sunblock, hair loss prevention items, and a
novel categorization termed “cosmetics with
new efficacy claim.” The rest of the objects
fall under the classification of general
cosmetics.

In Brazil, items are categorized into Grade |
and Grade |1 based on their level of potential
harm to consumers.

e Grade | pertain to items with
fundamental attributes that don’t
necessitate comprehensive labeling
facts related to how they should be
used and any limitations on their use.

e Grade Il, on the other hand, applies to
products designed for particular
indications that demand evidence of
safety and/or effectiveness. These
products require more comprehensive
details  regarding their labels,
specifying their manner of operation
and any constraints associated with
their usage [5].

MARKET OUTLOOK OF COSMETICS-

The cosmetic sector is propelled by growing
consumer attention to grooming and personal
aesthetics. Factors such as new product
introductions, urbanization trends, and rising
per capita incomes are fuelling industry
expansion. Looking ahead, heightened
consumer interest in natural and organic
offerings, coupled with captivating marketing
tactics and inventive packaging designs, is
expected to propel the market advancement
throughout the projected timeframe.

In 2023, the worldwide cosmetics industry
reached a valuation of approximately USD
343.37 billion. The cosmetics industry
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worldwide underwent significant disruption
in the initial months of 2020 due to the
COVID-19 pandemic. Many manufacturers
were compelled to halt operations due to
labour shortages, while numerous cosmetic
retailers faced closures due to mounting debts
and operational challenges amid the
pandemic. The European cosmetics sector
similarly witnessed a downturn during this
timeframe. But because the crisis severely
damaged a number of firms, it altered
customer attitudes and behaviours and is
probably going to fuel new trends like e-
commerce. The primary markets for
cosmetics within the industry encompass
Asia-Pacific, Europe, Africa, the Middle East,
and Americas North and South region [6].
Manufacturers are adjusting their advertising
and product branding tactics to boost sales in
different nations. Manufacturing businesses
have implemented innovative techniques,
such launching new goods with natural
components and attractive packaging, to
boost sales of their cosmetic items.

SEGMENTAL OVERVIEW

The cosmetics market is assessed according to
various factors including classification, sex,
marketing channel, and geographical zone.
Regarding type, the industry is segmented
into skin and UV protection products, hair
maintenance items, deodorizing products and
perfumes and beauty products. The
marketplace is categorized by gender, with
segments for men, women, and unisex. It is
further classified based on distribution
channels, including large retail stores,
specialty shops, drugstores, online platforms,
and other outlets. Geographically, the
commercial space is assessed covering
several regions: North America (comprising
The United States, Canada, and Mexico),
along with Europe (including the UK,
Germany, France, Russia, Italy, Spain, and
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other European countries), as well as the
Asia-Pacific region (encompassing China,
Japan, India, South Korea, Australia, New
Zealand, and the ASEAN countries, and the
remainder of the Asia-Pacific region, as well
as LAMEA (consisting of Brazil, South
Africa, Turkey, Saudi Arabia, and other
countries in the LAMEA region).

BY SEGMENT-

COSMETIC INDUSTRY

Skin and
Suncare
Products

Hair treatment Antiperspirants Makeup and
items and Fragrances Colour
Cosmetics

Figure no.2 The Graph above shows the data of
cosmetic market of Skin and Suncare products, Hair
Treatment items, Antiperspirants and Fragrances,
Makeup and Color Cosmetics in 2022.

As reported by Figure no.2 data on the beauty
industry, in 2022, the dermal and UV defense
products category emerged as the leading
division globally, a trend expected to persist
throughout the forecast period. Within this
sector, notable trends are emerging. Consumers
are increasingly prioritizing products crafted
from natural, pure ingredients while
minimizing exposure to harmful chemicals.
Sunscreen innovation is experiencing a surge,
characterized by advancements in broad-
spectrum protection, enduring formulations,
and non-greasy textures. As urbanization and
screen time increase, skincare products are
placing greater emphasis on combating
pollution and shielding against blue light.
Moreover, product ranges are diversifying to
cater to various skin kinds and complexions,
driven by the principles of fostering
inclusiveness and diversity. Sustainability has
emerged as a prominent trend, prompting the
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adoption of eco-conscious packaging and facial products. There’s a noticeable surge in
ethically sourced ingredients in response to demand for clean and natural beauty items,

consumer demand.

BY GENDER-
COSMETIC MARKET
BY GENDER
- | —
Men Women Unisex
W 2022 2032

Figure no.3 The Graph above shows the data of
Cosmetic market by Gender (Men, Women and
Unisex) in 2022.

In 2022, the global market saw a significant
dominance by the women segment as shown
in Figure no.3. Women are embracing a
diverse array of makeup styles, ranging from
subtle and creative to bold and dramatic.
Brands are recognizing the importance of
offering inclusive product ranges that cater to
diverse skin types and tones. Moreover,
there’s a rising trend in skincare products
tailored to address women-specific concerns
such as aging, hormonal changes, and specific
skincare routines. Women, driven by ethical
and environmental considerations, are
increasingly seeking out sustainable and
cruelty-free options. Cosmetic companies are
adjusting their strategies to embrace
inclusivity, aiming to comply with the diverse
concerns and preferences pertaining to
women.

BY REGION-

During the anticipated period, the Asia-
Pacific zone is projected to lead the cosmetics
sector, boasting the largest market share. This
dominance is fueled by the adoption of
Korean beauty routines and Japanese beauty
routines trends, prioritizing  pioneering
skincare treatment products and minimal

driven by environmentally and health-
conscious consumers. The retail landscape is
evolving, driven by online retail and social
media promotion, spotlighting trendsetting
collaborations and on digital purchasing
platforms. With a focus on catering to diverse
skin types and tones, personalization and
inclusivity are gaining traction. Additionally,
there’s a notable shift towards more
sustainable packaging and ethical sourcing
practices due to heightened sustainability
concerns.  These  factors  collectively
contribute to the thriving expansion of the
cosmetics industry in the Asia-Pacific region.

ASSESSMENT OF COMPETITIVE
LANDSCAPE -
Numerous  prominent and  emerging

trademarks are contending intended for the
market supremacy within the highly
contending cosmetic brands sector. Key
participants in this arena encompass Unilever
PLC, Avon Products, Inc., Kao Corporation,
Revlon, Inc., Shiseido Company, Limited,
Skin Food Co., Ltd, The Estee Lauder
Companies Inc., The Procter and Gamble
Company, LOREAL S.A., and Oriflame
Cosmetics Global SA.

Major global corporations like L’Oréal, Estée
Lauder, and Procter and Gamble hold
significant sway in the cosmetics industry due
to their extensive brand portfolios, worldwide
presence, and substantial marketing budgets.
These firms possess the resources to invest
heavily in research and development,
constantly innovating their product lines.
Conversely, smaller, niche brands like
Glossier and Fenty Beauty are emerging as
formidable competitors by catering to specific
consumer preferences, particularly those
focused on clean and sustainable products.
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These niche brands prioritize rapid product
development by leveraging  digital
influencers, social platforms, web-based
advertising strategies.

The direct-to-consumer (DTC) strategy,
exemplified by brands like Kylie Cosmetics
and Huda Beauty, transforms the sector via
bypassing traditional sales outlets and
establishing an unmediated connection with
consumers. A crucial aspect of competitive
edge lies in advancing formulations, sourcing
ingredients, and adopting  sustainable
practices. Brands that successfully adapt to
the preferences and values of their target
audience gain a competitive advantage over
their competitors [7].

REGULATORY FRAMEWORKS
GOVERNING COSMETICS
WORLDWIDE

Over the past few decades, there has been
rapid advancement in cosmetic procedures,
resulting in increased accessibility and
demand for cosmetic treatments, while
society’s perception of beauty has evolved
into an idealized standard. Regrettably, both
surgical and non-surgical cosmetic treatments
pose significant hazard to buyers.

Non-invasive cosmetic procedures pose
significant health risks. Botulinum toxin
(commonly known as Botox), administered to
temporarily relax facial muscles and reduce
wrinkles, is often sought by individuals to
achieve a more youthful appearance.
However, it’s essential to recognize that
Botox is not without danger—it is a toxic
substance capable of inducing paralysis and
even death. Similarly, dermal fillers, applied
to smooth facial skin, come with their own set
of risks, including skin discoloration,
infections, and the migration of filler material.
Additionally, cosmetic practitioners employ
lasers for tasks such as hair removal or
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treating skin imperfections, but these
procedures can lead to adverse outcomes such
as scarring, burns, blisters, and infections [8].

FDA (Food and TGA (Therapeutic
Drug Goods
Administration, Administration,

us) Australia)

CDSCO (Central
Drug Standard
Control
Organisation,

MHRA (Medicines
and Healthcare
Product

Regulatory
India) Agency, UK)

Mmcc

(Medicine Control
Council, SA)

REGULATORY

BODIES

Figure no.4 The figure is a flowchart illustrating
various regulatory bodies from around the world.

1. EUROPEAN UNION (EU) -

The European Union boasts a robust and
thorough regulatory system for cosmetics,
chiefly governed by the EU Cosmetics
Regulation (EC) No 1223/2009. Enacted on
the 11th of July, 2013, this regulation
supersedes EU Directive 76/768/EEC for
cosmetic product, streamlining and unifying
the regulations governing cosmetic products
across the European Union [9]. In recent
times, the EU Cosmetics Directive has
emerged as a leading example of
contemporary cosmetic regulations globally.
It embodies a flexible legal framework that
facilitates  ongoing adjustments  to
accommodate technological advancements.
This adaptability results in significant
limitations or cautions concerning certain
substances (such as preservatives, dyes, and
UV filters), and enables swift integration of
newly regulated molecules [10].

Crucial components in accordance with the
regulation:

Safety measures for products — The rule
mandates the fact that any beauty items
introduced to the European Union market is
obligated to not pose risks to human health
during typical or expected usage scenarios.
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Manufacturers bear the duty of guaranteeing
their products’ safety and conducting a safety
evaluation prior to market release.

Responsible Person — Each cosmetic item
requires an  appointed  “responsible
individual” within the EU, tasked with
guaranteeing adherence to  regulatory
standards, encompassing safety measures for
products, labelling, as well as updates.

Product Details Document — The individual
accountable is required to uphold a Product
Information File (PIF) for every cosmetic
item. This file should encompass information
regarding the product’s formulation, safety
evaluation, production process, substantiation
of claims, and any data pertaining to animal
testing.

Notification — Prior to introducing a beauty
item to the European Union sector, the
individual accountable is obligated to inform
the European Union’s governing body Vvia the
beauty items reporting system. This update
ought to entail details regarding the goods
itself, the person the accountable party, the
producer, and the risk preventing aspects of
the product.

Labelling — Cosmetic items must adhere to
regulatory labelling standards. This entails
including details like the contact information
of the responsible entity, the stated quantity,
the recommended duration for use after
opening, batch identification, product
function, and a comprehensive ingredient list
on the label.

Ingredient Restriction — The regulation
establishes  guidelines  governing  the
utilization of particular components in
cosmetic items. Annexes Il through V1 of the
regulation detail catalogues of banned
elements, limited elements, pigments,
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preservatives and ultraviolet filters, in that
order.

Declarations— The regulation establishes
standards  for  statements constructed
regarding beauty items to guarantee their
accuracy, transparency, and validation. The
European Commission has issued directives
regarding claims made on cosmetic products
to assist with adherence to these standards.

Good Manufacturing Practices — The
guideline mandates that cosmetic items must
adhere to Good Manufacturing Practice
(GMP) standards to guarantee their quality
assurance and safety protocols. EN ISO
22716:2007 has been released by the
European Committee for Standardization as a
reference point for GMP in the cosmetics
industry.

Animal experimentation — The ordinance
bans this practice of testing beauty
goods together  with  their components
involving animals for evaluations regarding
protection and effectiveness.

2. UNITED STATES -

In the U.S., beauty products fall under The
clauses in the jurisdiction of the Federal
FD&C Act along with the Fair Packaging and
Labeling Act (FPLA). The responsibility of
enforcing these regulations lies alongside the
U.S. Food and Drug Administration (FDA).
It’s significant to point out that FDA does not
typically grant pre-approval for cosmetic
products prior to their market release, except
when it comes to coloring agents.
Additionally, herbal beauty products are held
to an identical regulatory standard as other
cosmetic products.

Beauty Products within the United States are
chiefly governed by two main federal statutes:
the FD&C Act, along with the FPLA.
Oversight and enforcement of these guideline
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fall within the framework of the jurisdiction
from the U.S. (FDA).

Here are the primary components of beauty
product’s regulation in the US:

The Fair Packaging and Labeling Act
(FPLA), a national statute established in the
yearl966 in the US, serves to safeguard
consumers and ensure consistent details on
product packaging and labels. Its primary
goals are to enable easy comparison of value
and to prohibit deceptive packaging and
labelling practices for consumer goods.
Enforcement of the FPLA falls under the
jurisdiction of both the U.S. FDA and the
Federal Trade Commission (FTC).

Essential regulations specified in the
Federal Food, Drug, and Cosmetic Act
(FPLA) pertaining to beauty items and
various customer goods:

Product description— The packaging must
prominently feature either the typical
designation of the item or a concise overview
regarding its contents or characteristics.

Business name and location— The packaging
need to contain the term and address of the
distributor, packer, or maker. If the entity isn’t
the producer, the label ought to clarify the
connection in between them, such as
“Supplied by or Produced for.”

Total net contents— The packaging have to
clearly display the amount of product’s
weight specification, volume, or number,
using both United States standard (such as
ounces or pounds) as well as metric (such as
grams or kilograms) units. This information
must be conspicuously featured and presented
within a manner i.e., easily readable for
customers.

Ingredients — The packaging needs to
prominently display the product’s weight,
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volume, or tally, utilizing both United States
standard (e.g., ounces or pounds) as well as
metric (e.g., grams or kilograms) units. This
data needs to be presented clearly and in a
manner which is easily understandable for
customers.

Product Safety — Cosmetic manufacturers
bear the responsibility of guaranteeing the
safety of their products. Unlike color
additives, which require pre-approval from
the FDA, cosmetic products and their
ingredients do not undergo pre-approval.
Manufacturers are required to provide
evidence confirming the security of both their
goods and material prior to bringing those to
market.

Outlawed or Constrained Ingredients —
The FDA has implemented guidelines
governing the utilization of certain
components within beauty items. Certain
ingredients are banned outright, while others
are permissible only under certain
circumstances or in restricted quantities. The
roster of disallowed and regulated
components may be located as outlined in the
Federal Regulations Code under Sections 700
of Title 21 through 740.

Dye Components — The FDA oversees the
application regarding pigment additives in
beauty products, necessitating pre-market
authorization concerning their usage. Beauty
items incorporating unauthorized dye
Components are deemed impure and cannot
be sold within the United States.

Labelling — Cosmetic items must adhere to
regulations outlined in the FD&C Act and
FPLA. This entails providing essential details
on the label, including the product’s identity,
the manufacturers or the identity and location
of the supplier, and the quantity of contents.
Additionally, ingredient labelling must follow
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FDA guidelines, listing components in
descending order of predominance.

Incident Reporting for Adverse Events —
The producers and suppliers of beauty items
are advised to voluntarily disclose any
unfavorable incidents associated with their
goods. The FDA’s division for applied
nutrition & food safety administers a system
for gathering and overseeing such reports.

Claims — Cosmetic items cannot assert
properties which could categorize regarding
them as pharmaceuticals according to the
FD&C Act. Should an object assert healing or
preventative properties against illnesses, or
impact the body’s configuration or
functionality, it could be deemed a
pharmaceutical and subjected to further
regulatory measures.

The FDA is responsible for issuing standards
that expressly forbid or limit the utilization
pertaining to particular components in
cosmetic items, including bithionol, mercury-
based substances, vinyl chloride, halogenated
salicylanilides, zirconium in spray products,
chloroform, chlorofluorocarbons used as
propellants, and hexachlorophene. Products
found to contravene these regulations would
be considered tampered with under Clause
601(a) of the FD&C Act [11].

3. INDIA -

In India, the cosmetics industry operates
under the governance of the 1940s D&C Act,
along with the Drugs and Cosmetics Rules of
1945. These rules encompass a wide array of
concerns pertaining to cosmetic product
production, labelling, and ingredient
limitations. Herbal cosmetics within the
country adhere to these regulations, albeit
with supplementary directives outlined Issued
by the IPC, particularly in accordance with
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the Ayurvedic, Siddha, and Unani (ASU)
practices.

Important facets of regulations concerning
Indian cosmetics and herbal cosmetics:

Product Safety — Cosmetic items sold in
India must adhere to safety standards for
human usage as described in the 1940 Drugs
and Cosmetics Act and the accompanying
1945 Rules. It is a duty of manufacturers for
the purpose of guaranteeing safety as well as
quality associated with their products,
incorporating the most recent amendments
introduced in the Cosmetic Rules of 2020 into
the regulatory framework for cosmetics in
India.

Licensing — Producers of cosmetics in India
must secure a permit from the state licensing
body. The manufacturing facilities must
adhere to designated criteria detailed in
Schedule M-I1 of pharmaceuticals and beauty
products regulations established in 1945

Branding — Cosmetic items should comply
with the guidelines specified in the D&C
Rules of 1945. The labelling specifications
encompass details including details like the
name of the item, name of the producer,
location, the production permit ID, batch
figure, production date, expiry date, along
with a comprehensive compilation of
components.

Components Restriction — The regulations
outlined in the D&C Rules of 1945 include
guidelines concerning the incorporation of
particular components into cosmetic items.
Appendices A and B delineate these criteria
pertaining to beauty products and the roster
concerning banned compounds,
correspondingly.

Importation and Enrollment - Before
bringing cosmetic products into India,
importers are mandated to secure a
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registration certificate from the CDSCO. This
procedure entails providing a range of
documents such as product details, safety
data, and manufacturing site information.

India’s Herbal Beauty Products — In India,
herbal beauty products are governed by
subject to the same rules as traditional beauty
products, as stipulated in the 1940 Act and
1945 Rules governing drugs and beauty
products. Compliance with these regulations
ensures that herbal ingredients used in
cosmetics meet safety, quality, and efficacy
standards.  Additionally, the  Ministry
overseeing AYUSH disciplines offers rules
and benchmarks for ASU medications, which
could also be relevant for natural skincare
products incorporating elements sourced from
ancient medicinal traditions.

AUSTRALIA

The oversight of cosmetics in Australia falls
under the purview of The National
Framework  for  Industrial ~ Chemicals
Notification and Assessment. This initiative
operates within these regulatory frameworks
established by The ICNA Act of 1989 and the
Australian Consumer Law. These regulations
govern various aspects of cosmetic products,
such as labelling requirements, ingredient
limitations, and safety protocols.

BRAZIL

The regulation of cosmetics in Brazil falls
under the jurisdiction of the Brazilian Health
Regulatory Agency. Standards for beauty
products, encompassing protection, labelling,
and constraints on compounds, are outlined in
Collegiate Board Resolution no. 7/2015
alongside other regulatory provisions [9].

COSMETIC REGULATIONS IN INDIA:
A BRIEF

Vol.l, Issue IV

The CDSCO, India’s National Drug
Regulatory Body functions as the main
governing body in command of regulatory
duties concerning pharmaceuticals and beauty
products. These responsibilities are delegated
to the Central Government by the D&C Act
of 1940 and the D&C Rules of 1945.

Under the Drugs and Cosmetics (D&C) Act,
to be a cosmetic is to be any product intended
to be clean, pleasant, enhancing attractiveness
or making changes in appearance, including
any component meant to be used as a
cosmetic. To manufacture cosmetics for sale,
a manufacturing license from the respective
State Drug Control Authority (SDCA) is
required, while importing cosmetics for sale
necessitates an  Import  Registration
Certificate from the Drugs Controller General
of India (DCGI). All cosmetics marketed in
the country must adhere to the quality and
safety standards set by the D&C Act and its
Rules. The manufacture or import of
substandard, misbranded, adulterated, or
counterfeit cosmetics is strictly prohibited.
Furthermore, the Central Authority has the
authority under the D&C Act to restrict the
manufacture or importation of any makeup
that may be a risk to human health.

Schedule-S within the Drug & Cosmetic
Rules comprises a roster of 30 diverse
cosmetic products, such as skin powders,
toothpaste, hair oils, shampoo, nail polish,
lipstick, and others. These finalized cosmetic
products listed in Schedule-S must adhere to
the Indian  Standards  specifications
established by the BIS at various intervals
[12].

Cosmetic Import Authorization -

The Government of India issued a Gazette
Notification, G.S.R 4261, on May 19", 2010,
to amend the Drugs & Cosmetics Rules of
1945. This amendment introduces a
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requirement for the registration of imported
cosmetics entering the country.

Under these regulations, the Central Drugs
Standard Control Organization (CDSCO),
which serves as the granting authority, must
receive registrations for all cosmetic items
intended for sale in India. This rule attempts
to control the import of cosmetics and
personal hygiene products by retailers,
guaranteeing product liability and offering
channels for handling customer grievances
over merchandise caliber.

What is the process for registration?

To engage in marketing activities in India, a
trademark owner who does not have a
manufacturing facility in India but plans to
sell products through approved importers
while distributors, or marketers must get a
registration certificate. The Central Drugs
Standard Control Organisation (CDSCO)
office in New Delhi is where the Drugs
Controller General of India (DCGI) must
receive an application using Form-42 and all
other supporting documentation in order to
obtain this certificate.

Application Procedure:

To apply for a Cosmetics Registration
Certificate meant for import into India, the
process involves submitting Form 42. This
form can be completed by either:

1. The manufacturer with its registered
office based in India

2. A duly appointed representative
acting on behalf of the manufacturer.

3. The importer located in India.

4. Asubsidiary in India that the company
has approved.

Furthermore, the should

encompass:

application

1.
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An  official letter  requesting
registration from the applicant,
written on the importer's or the
authorised agent's letterhead. An
authorised representative must sign
and properly mark this letter.

filing of Form 42, which calls for
thorough details regarding the
locations of the items' manufacturing
facilities. Numerous brands
(trademarks/brand names), variations,
packaging dimensions, and
production locations connected to the
merchandise that were registered can
all be covered by a single application.
Proof of payment in the form of a
Challan attesting to the payment of
USD 2000 (or the equivalent amount
in Indian rupee) for every cosmetic
trademark and fifty USD for every
variation as registration fees.
Submission of a Power of Attorney is
required if the request is being made
by an authorized representative of the
producer. This record must be
apostilled or legalized by the embassy
of India in the respective country.
Filing of a Schedule D IlI, a
comprehensive document  that
includes safety and chemical data for
every brand and variation of
cosmetics that is to be imported.
Provision of labels and artwork that
include details about the actual
manufacturer. If the manufacturer
differs from the owner of the brand
name, the label has to say
“manufactured in [XYZ country].”
Providing a Marketing Authorisation
or Free Sale Certificate (FSC).
Submission of the Manufacturing
License, accompanied by an attested
English translation if the original
document is in another language. If a
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single product is produced by multiple
manufacturers, each must provide
these documents.

9. Submission of product details and
procedures for testing, detailing the
components utilized and data quality.

10. Providing a list of nations where
import license, market authorization,
or registration have been obtained.

11.including any necessary package
materials. Copies of any pamphlets or
product specifications that are
contained in the package should be
includ
ed, as well as details on any possible
adverse reactions, safety issues, side
effects, and solutions.

12. Including any necessary package
materials. Copies of any pamphlets or
product specifications that are
contained in the package should be
included, as well as details on any
possible adverse reactions, safety
issues, side effects, and solutions.
Submission of copies of data
pertaining to the participating brands,
goods, and manufacturers.

What is the Timeline for Application
Processing?

The registration certificate will be granted in
ninety days after the submission The
enrollment form and the requisite records,
particularly those outlined in Schedule D II1.

How long does the certificate of

registration have validity?

The certificate of Registration for importing
cosmetics have validity for three years after
they are issued. To ensure compliance with
the regulations and make the registration
procedure easier for imported cosmetics, a
comprehensive set of guidelines,

Vol.l, Issue IV

clarifications, and prerequisites must be
followed.

The Development of Cosmetic Items -

The Drugs & Cosmetics Rules of 1945
regulate the cosmetics production process in
India. In order to manufacture cosmetics
under Schedules M-11, one needs to obtain a
license through a The state government's
licensing authority appoints. Moreover to
completing Form 31 and paying the requisite
license and inspection fees, applicants must
guarantee that production is overseen by

technical experts with the necessary
qualifications. The Licensing Authority
thoroughly inspects the manufacturing

premises before granting or refusing the
license. The Licensing Authority receives a
comprehensive  report  from inspectors
designated under the Act, and the Authority
then decides whether to grant the license [3].

e CURRENT RESEARCH AND
INNOVATIONS IN
COSMETOLOGY SECTOR.

The Cosmetology sector is an ever-changing
field that adapts to consumer preferences and
market shifts. Studies within this domain
cover a range of topics, including sustainable
practices, strategic advancements, and the

introduction of novel products and
components [13].

Emerging advancements in  cosmetics
increasingly  emphasize  biotechnology,

suggesting a trend where future innovations
are expected to be predominantly shaped by
biotechnology  rather  than traditional
chemical methods [14].

e Utilizing Polyphenols as Naturally
Derived Antioxidants in Cosmetics
Formulations
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Presently, there is considerable enthusiasm
surrounding cosmetics formulated with
natural ingredients, potentially limiting the
utilization of synthetic compounds. Plants
serve as significant reservoirs of Bioactive
compound from nature crucial in cosmetics &
dermatology. In this regard, polyphenolic
extracts stand out due to their demonstrated
antioxidant, anti-aging and anti-
inflammatory, antimicrobial properties, as
well as their support in solar photoprotection.

Utilizing  antioxidants in  cosmetics
diminishes oxidative harm, offering a
promising avenue for both treating and
preventing premature aging. The antioxidant
substances are utilized to prevent or diminish
the oxidative decay of the active components
within the cosmetic product, as well as to
prevent the Oxidative processes in oils
substances present in the formulation.

The chromophores of phenolic compounds,
which are present in a variety of natural
sources, enable them to efficiently absorb
ultraviolet (UV) light. This characteristic
reduces the oxidative stress brought on by sun
exposure while improving UV protection.
Furthermore, applying phenolic extracts such
as quercetin and resveratrol to epidermal cells
lowers the production of free radicals,
protecting DNA damage [15].

e Utilization of nanotechnology in
Cosmetics

Cosmetics with nanomaterial infusions have a
number of advantages over traditional micro-
scale goods. The use of nanoparticles in the
cosmetics sector seeks to improve stability
and durability. The increased surface area of
nanomaterials makes ingredient transport via
the skin more efficient. Improving ingredient
penetration for increased product efficacy,
introducing unique color aspects in products
like lipstick and nail polishes, attaining

Vol.l, Issue IV

transparency in goods like sunscreens, and
extending the wear of makeup are A few of
the primary goals method using nanoparticles
to makeup. Currently, skincare products—
specifically, sunscreens that function as
ultraviolet (UV) protective agents—are the
main application of nanoparticles in the
cosmetics business.

Carbon Nanobuds are a novel kind of
nanomaterial that combine the characteristics
of fullerenes with carbon nanotubes. Carbon
nanotubes and fullerenes, the two main
carbon structures, fuse to generate these
nanobuds. These nanotubes are covalently
attached to the fullerene-like "buds." Their
exceptional field-emission qualities could be
advantageous in the production of mascaras
and lipsticks. In addition, the commonly used
zinc oxide & titanium dioxide are not the only
at the nanoscale metal pigments that the
cosmetics sector is urged to explore and
propose.

Furthermore, nanoparticles with tailored
shapes designed to address irregular surfaces,
particularly post-plastic surgery, could usher
in novel possibilities for enhancing the
aesthetic appearance of various body parts
[16].

e Utilization of Calcium Phosphates
in Cosmetic Products

The remarkable safety profile of CaPs
(Calcium Phosphates) enables  the
replacement of cosmetic ingredients that pose
health risks with safer options. Furthermore,
the versatile composition and wide range of
properties of CaPs enable the design of
materials capable of serving various functions
required by the cosmetics industry.

The primary uses of calcium phosphates
(CaPs) in cosmetic formulations, as
documented in scientific literature, include
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applications in oral hygiene, skincare,
haircare, and deodorants.

1. Oral Care: Today, there are
numerous tooth whitening products
available in the market, which is
categorized into two main groups: (i)
Substances that bleaches & (ii)
abrasive  formulations.  Bleaching
agents typically come in gel
formulations containing either
hydrogen peroxide or carbamide
peroxide. These agents work by
generating reactive oxygen radicals,
which oxidize the chromophores
present on teeth, rendering them
colourless and causing them to detach
from the tooth’s surface. On the other
hand, abrasives are mineral-based
ingredients found in toothpaste
formulations, utilized to eliminate
extrinsic stains through mechanical
abrasion. Commonly used abrasives
include silica, calcium carbonates,
alumina, and perlite. The bleaching
agents come with disadvantages.

Hence, there is a necessity for novel
whitening  substances to address the
shortcomings of existing materials. Calcium
phosphates (CaPs) are poised to fulfil this
need, as evidenced by numerous studies. CaPs
have been suggested as inventive abrasive
components, carriers of peroxides, or adjuncts
to bleaching agents for their whitening
properties. Regarding this matter, the
differentiation of CaPs into Cosmo science
and therapeutical categories is fluid due to
their dual whitening effects: first, They
function as a scrubbing agent to remove stains
through the friction caused by machinery, and
second, They function as a remineralizing
agent, enhancing structure of enamel, and
enhancing reflection of light and absorption,
resulting in brighter and whiter teeth.
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2. Skin Care: Makeup typically aims to

enhance the appearance of the skin,
while skincare routines focus on
promoting skin health  through
activities such as daily cleansing,
exfoliation, and moisturizing. In this
area, much attention is directed
towards utilizing Calcium Phosphates
(CaPs) in various products, including
sunscreens for UV  protection,
cleansers to maintain skin health by
eliminating excess oil and impurities
and supporting natural exfoliation,
and makeup products intended to
beautify the skin and conceal surface
imperfections. CaPs are recognized as
effective transporters for delivering
biomolecules into cells and tissues.
Skin Protection—Sunscreen: Zinc
oxide (ZnO) & titanium dioxide (TiO2)
commonly employed as inorganic UV
filters, with their nano-sized forms
posing potential risks attributed to
their ~ photocatalytic ~ properties.
Exposure to sunlight triggers a
photocatalytic process, resulting in the
production of free radicals or other
reactive species, which may lead to
skin damage or chronic ailments.
Even when these nanoparticles are
coated with an inert oxide layer, the
risk of adverse effects remains
present.

To address these challenges, it is
essential to create alternative and
efficient sunscreens. The ideal
sunscreen should offer comprehensive
protection against both UVA and
UVB rays, be non-toxic, devoid of
photocatalytic properties, and
environmentally safe.

Calcium phosphate (CaP) exhibits
optical absorption solely within the
spectrum of 200-340 nm, featuring a
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prominent band below 247 nm, with
this characteristic influenced by
thermal processing. However, by
incorporating foreign elements as
dopants into the crystal structure of
CaP, it becomes feasible to enhance its
absorption thresholds.

4. Skin Cleanser: The function of CaPs
is to absorb and retain sebum,
especially its fatty acids, with the aim
of enhancing skin cleanliness,
promoting better adhesion of makeup
products, preventing makeup from
smudging, and inhibiting  the
generation of unpleasant odours. In
generic patents related to skin
cleansing, CaPs serve to enhance the
removal of dead skin cells through
their abrasive properties, while also
eliminating dirt and bacteria.

5. Skin Beautifying—(Make-Up):
Powdered cosmetic ingredients are
frequently employed in makeup to
enhance  adhesion,  smoothness,
absorbency, and coverage. They are
also utilized in liquid formulations to
enhance cohesion, viscosity, or
texture. Mineral powders such as talc,
silica, mica, starches, or clays are
commonly used, resulting in matte
makeup products. However, when
used in high concentrations, these
mineral  powders can  reduce
luminosity and may lead to colour
instability. Talc, in particular, is the
subject of significant controversy
among these powder ingredients. The
application of talcum powder might
result in the formation of granulomas
if used on skin lacking an intact
epidermal barrier.

Another group of materials suitable
for inclusion as a powdered ingredient
used in makeup formulations is
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calcium  phosphate,  potentially
enhancing the biological
compatibility of the end item while
delivering similar benefits.

Another fascinating utilization of
Calcium Phosphates (CaPs) lies
within cosmetic pigmentation. Here,
CaP serves to provide a white hue,
accommodate  coloured  cerium
phosphors, or stabilize oil-soluble
dyes. Moreover, CaPs have been
integrated into anti-aging products
aimed at enhancing collagen fibre
production and rejuvenating skin
elasticity [17].

e Bigels: Bigels represent distinctive
dual-phase structures formed by the
fusion of hydrogels and oil-based
organogels. These compounds are
prevalent in pharmaceuticals and
cosmetics for their capacity to
administer both hydrophilic and
hydrophobic medications. By
combining properties of both oil
(organogels) and water (hydrogels),
bigels offer hydration and
moisturization to the outermost layer
of the skin in humans, referred to as
the stratum corneum.

At the same time, they enhance the
penetration of drugs into various layers of the
skin upon topical administration. Bigels are
formulated by combining an organogel with a
hydrogel, and the reverse process is also
possible. Nevertheless, there is comparatively
less research on hydrogel-in-organogel
configurations. Various biopolymers such as
sodium alginate, starch, carboxymethyl
cellulose, guar gum, gelatine, among others,
have been employed as constituents of
hydrogels in bigel formulations. Bigels are
anticipated to administer a range of drugs and
cosmetics, but it’s crucial to thoroughly
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understand their physical and chemical
attributes prior to utilizing them in therapeutic
contexts [18].

BIOCOSMETICS

HERBAL SERUM HERBAL CREAM

Figure no.5 - The image is a description of herbal
serum and cream which are crafted by naturally
obtained herbal ingredients.

Biocosmetics refer to cosmetic formulations
crafted entirely from naturally sourced
components, including  flora, fauna,
microorganisms, biochemical catalysts, bugs,
and organically grown produce as shown in
Figure no.5. These ingredients are cultivated
without the use of pesticides or chemical
fertilizers. Biocosmetics are designed for
application on the care for skin, hair, facial,
and oral health purposes.

Many traditional skin-care cosmetic products
contain ingredients derived from petroleum
and mineral oil are detrimental to the
environment and do not naturally degrade. In
response to growing consumer demand for
environmentally friendly cosmetics and
concerns about sustainability, numerous
cosmetic industry leaders are shifting their
focus from fossil fuel-derived ingredients to
those derived from natural sources, thereby
aiming to promote a circular economy. The
extensive demand for eco-friendly cosmetics
reflects a significant market trend, as
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consumers value products that prioritize
sustainability and natural ingredients, thereby
demonstrating a responsible approach to
nature.

Technological progress that supports the
development of biocosmetics:

e Green synthesis of nanoparticles-
Nanotechnology having a notable effect on
the effectiveness and safety, and absorption
of active ingredients in cosmetics. Active
ingredients attach to nanoparticles' surfaces,
facilitating improved absorption, colour,
and texture quality, as well as deeper
penetration into the dermis. Altering the
morphology, composition, dimensions,
solubility, and reaction characteristics of
these nanoparticles  further improves
cosmetics, enhancing their shelf life,
effectiveness, and overall performance. In
cosmetics, metal nanoparticles such as gold,
silver, titanium dioxide, and zinc oxide are
used. Because of their ability to block UV
rays, TiO2 and ZnO nanoparticles—which
are renowned for their non-greasy
qualities—act as ultraviolet (UV) filters in
moisturizers, lip balms, and sunscreen.
Green synthesis techniques for creating
metal-based nanoparticles are attracting
more and more attention from researchers.
These methods are favoured for their non-
toxic, environmentally friendly
characteristics, which  contribute to
ecological preservation and environmental
quality restoration.

e Bio-based cosmeceuticals-
Cosmeceuticals possess both cosmetic and
therapeutic qualities, though it's crucial to
emphasize that the term itself is primarily a
marketing term and lacks a defined legal
definition. These products are generally
low-risk and offer specific skin benefits
within the realm of cosmetics. They are
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typically classified based on their intended
use for various skin conditions like skin
whitening, sun protection, blemish

e reduction, antioxidant properties, and
anti-aging effects. One example is the
discovery from research indicating that rice
bran, an abundant agricultural leftover, can
function as a promising cosmeceutical
ingredient with anti-pigmentation and anti-
aging properties when subjected to
fermentation using a blend of Aspergillus
oryzae and Rhizopus oryzae cultures.

e Utilizing biocosmetics to address the
skin microbiome through microbiomics -
The skin's microbiota comprises a variety of
microbial organisms, encompassing
bacteria, yeast, fungi, and viruses.
Sustaining a proper balance among these
microorganisms is essential for dermis
health. Various skin conditions have been
linked to changes in microbial populations.
For example, atopic dermatitis has been
associated with Staphylococcus aureus, ache
caused by Cutibacterium acnes and
Staphylococcus epidermidis, dandruff with
Malassezia  species, and  Psoriasis
accompanied by elevated levels of
Firmicutes, among others. Various cosmetic
products have been created to enhance or
modify the microbiota of our skin. Initially,
deodorants were the first cosmetics designed
to investigate the impact of the microbiome
on body odour. Subsequently, novel
methods have been utilized to address issues
such as acne, dermatitis, and dandruff. The
present skincare industry evaluates four
strategies: eliminating bacteria, nourishing
beneficial bacteria (prebiotics), introducing
beneficial  bacteria  (probiotics), and
incorporating bacterial by-products
(postbiotics). Challenges frequently arise in
formulating cosmetics with probiotics,
primarily concerning the preservation of
their viability, longevity, and influence on
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skin microbiota. Consequently, products
labelled as "probiotic™ often contain lysates
or extracts obtained through fermentation
instead of live bacteria[19].

Conclusion:

The cosmetics industry is as a rapidly growing
field that calls for constant updates on new
regulations on new scientific findings,
marketing trends, as well as international
requirements. All these elements depict that to
succeed in this industry requires a deep
understanding of these elements and the need
to perform creative work within frameworks
containing chief regulatory. The organization
that is able to handle these issues can gain
competitive advantage since more customer
credibility is developed in this highly
competitive world.

Cosmetic regulation is a complex landscape
that involves safety assessments, ingredient
labeling, and compliance with regional and
international standards. Research plays a
crucial role in understanding consumer
preferences, safety profiles, and efficacy.
Marketing challenges arise from fierce
competition, evolving trends, and the need for
ethical and sustainable practices. Achieving
global compliance requires harmonizing
regulations across different markets while
considering cultural nuances and consumer
expectations. In summary, the cosmetics
industry must navigate a multifaceted terrain
to ensure safe, effective, and globally
compliant products.
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