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Accessories/hardware/software/ Medical devices category | procedure
consumables/single use devices
radiotherapy treatment delivery
Linear Accelerator (LINAC) | Medical
equipment
3D Conformal therapy
At least 6 MV with multileaf
collimator and electronic portal
imaging.
Patient positioning/tracking system
Blood pressure cuffs for adults and | Single-patient physiologic
infants o
monitoring system
Thermometer probes (in case it is
needed)
Laryngoscope for adults and Infants | Resuscitation trolley,
equipped with medicines
and defibrillator
Personal Dosimeter Radiation
Geiger—Miiller (GM) safety
survey meter Large devices
volume ionization
chamber (consider
requirements from IAEA)
Two Farmer type Quality
cylindrical ionization assurance
chambers (listed in the equipment
IAEA TRS-398), 0.6 cm3
volume, at least one
calibrated at astandards
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laboratory (in terms of
absorbed dose to water in
Co- 60 beam) with
graphite walls or plastic
walls

Reference class
electrometer compliant
with IEC60731 and
compatible with ionization
chambers

Additional electrometer

with varying voltage bias
(V1/V2 ratio equal to or

greater than 3), and the

possibility to reverse the
polarity

Extension cables for
ionization chambers as
needed Thermometer
calibrated at a standards
laboratory

Barometer calibrated at a
standards laboratory

Waterproof plane-parallel
ionization chamber
calibrated at a standards
laboratory (only if electron
beams are available)

CT number-electron
density calibration
phantom (if CT simulator
is available)
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Quality assurance phantom
for CT

positioning lasers
evaluation (if CT simulator is
available) Phantom for daily
mechanical and light field
checks on teletherapy unit

Plastic slab phantom with
holes for ionization
chambers for beam output
verification

Water phantom for
calibration, size at least 30
x 30 x 30 cm3, with PMMA
walls, including a holder
for ionization chambers
with manual steps or an
automatic system to vary
the position of the
chamber

Precision spirit level

Laptop computer

Radiation field analyser software
for data collection and data

management

Radiation field analyzer to
measure isodose
distributions, of 50 x 50 x
40 cm3 volume
approximately, with a
water tank, a phantom
trolley with vertical
movement, a water pump
and water reservoir

Two waterproof cylindrical
ionization chambers, of
0.1-0.3 cm3 volume

Callipers and metal ruler

Phantom for mechanical
and light field checks on
teletherapy unit

Quality
assurance

equipment
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In-vivo dosimetry system
(for example, diode
dosimeters,
thermoluminescent
dosimetry (TLD), or
optically stimulated
luminescence dosimetry
(OSLD)) Array of diodes or
ion chambers for routine
quality assurance checks

Film dosimetry system
including radio chromic
film, film scanner and
dedicated software

EPID image quality
phantom

Area radiation monitor
with audible alarm (only if
Co-60 teletherapy is
available) Survey meter

Radiation
safety

devices

Imaging and Treatment Planning

Computed Tomography
(CT) System (16 slices
minimum)

CT Overlay flat table

Laser patient positioning
system

Contrast media injection
system (optional)

Computerized treatment
planning systems (three-
dimensional) including
Hardware and software,
virtual simulation
software, and plan

review software

Medical
equipment

Colour
printer
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Mould make process (Immobilization and patient positioning system)
Hot water bath for Equipment
thermoplastic
immobilization system
Hot wire cutter
Drill
Pot for Cerrobend cadmium
free low melting point alloy
(if needed according to the
technique and the type of
accelerator)
Adequate furniture for the | Furniture
moulding process
Tray, dressing, stainless steel Instruments
Apron, protection, plastic Personal
. protective
Eye protection glasses, safety,
regular size equipment
o and
Gloves, _exammatmn, Iate>§, . clothing
nonsterile, single use (various sizes)
Coat, medical, woven (various sizes)
Bolus Mould materials Other
Chosen material for the mould:
Foam
blocks/Styrofoam/Polystyrene,
Thermoplastic, vacuum bag or
similar as needed
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Technical specifications of radiotherapy equipment for cancer
treatment. Geneva: World Health Organization 2021
License: CC BY-NC-SA 3.0 IGO
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MEDICINE

A. An article intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease and which is intended to
affect the structure or function of the body

B. Any Pharmaceutical Product manufactured in a pharmaceutical
dosage form and contain one or more of active substance used
externally or internally in treatment of a disease in human or
animal, or prevent the disease.

C. A substance or a combination of ingredients that are intended to
restore, correct, modify physiological functions by exerting
pharmacological, immunological or metabolic actions in human
beings Finished labeled products in pharmaceutical dosage forms,
which are usually, low risk ingredients that are intended to
restore, correct, modify physiological functions by exerting
pharmacological, immunological or metabolic actions.

COSMETIC

Any substance or mixture intended to be placed in contact with the
external parts of the human body (epidermis, hair system, nails, lips and
external genital organs) or with the teeth and the mucous membranes of
the oral cavity with a view exclusively or mainly to cleaning them,
perfuming them, changing their appearance, protecting them, keeping
them in good condition or correcting body odors.

NON-MEDICATED COSMETICS

Cosmetic product should be applied to the external parts of human body
with a view mainly to cleaning them, perfuming them, changing their
appearance, protecting them, keeping them in good condition or
correcting body odors. It should not contain medicinal or therapeutic
claims and not presented as having properties for treating or preventing
disease in human beings

MEDICATED COSMETICS
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Are cosmetic product that meet the definitions of both cosmetics and
drugs. These are defined as topical cosmetic preparations intended to
treat and/or prevent diseases, or otherwise contains active ingredients
known to affect the structure or functions of the human body.

SUNSCREEN PRODUCT

Any preparation as, for example, cream, oil, gel, spray contains UV-
filters and intended to be placed in contact with the human skin with a
view exclusively or mainly to protecting it from UV radiation through
absorbing, scattering or reflecting radiation.

PRIMARY SUNSCREEN

Means a product which is represented as being primarily to protect the
skin from ultraviolet radiation.

SECONDARY SUNSCREEN

Means a product that is represented as having a primary purpose other
than sun protection whilst providing some protection of the skin from
ultraviolet radiation

ANTIPERSPIRANTS

Are personal hygiene products designed to control sweating and body
odor.

ANTIBACTERIAL SKIN WASHES/ SOAPS

Are products intended for personal domestic use are available as
products that are self-selected by a consumer from a retail outlet for
their own personal household use as part of a daily skin cleansing
routine.
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CLASSIFICATION CRITERIA

The following criteria may be used to assist in the classification of
products:

a) The primary intended purpose of the product.

b) The primary mode of action/ the principal mechanism of action by
which the claimed effect or purpose of the product is achieved.

c) Active ingredient, indication and pharmaceutical dosage form (these
are the main criteria for classification of drugs)

d) Classification of the product in reference countries.

TYPES OF COSMETIC PRODUCTS

Baby Products
a) Baby Shampoos

b) Lotions, Qils, Powders, and Creams
c) Other Baby Products

Bath Preparations
a) Bath Qils, Tablets, and Salts

b) Bubble Bath
c) Bath Capsules

d) Other Bath Preparations

Eye Makeup Preparations

e) Eyebrow Pencil
f) Eyeliner
g) Eye Shadow

h) Eye Lotion
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i) Eye Makeup Remover
j) Mascara
k) Other Eye Makeup Preparations

Fragrance Preparations

a) Cologne and Toilet Waters

b) Perfumes

c) Powders (dusting and talcum, excluding aftershave talc)
d) Sachets

e) Other Fragrance Preparations

f) Hair Preparations (non-coloring)

g) Hair Spray (aerosol fixatives)

h) Hair Straighteners

i) Permanent Waves

i) Rinses (non-coloring)

k) Shampoos (non-coloring)

I) Tonics, Dressings, and Other Hair Grooming Aids
m) Wave Sets

n) Other Hair Preparations

Hair Preparations

a) Hair Dyes and Colors (all types requiring caution statements and
patch tests)

b) Hair Tints
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c)
d)
e)
f)
g)
h)
i)
j)
k)

Hair Rinses (coloring)

Hair Shampoos (coloring)
Hair Color Sprays (aerosol)
Hair Lighteners with Color
Hair Bleaches
Antidandruff

Promoting hair growth
Anti-Lice products

Other Hair Preparations

Makeup Preparations (not eye)

a)
b)
c)
d)
e)
f)
g)
h)

i)

Blushers (all types)
Face Powders
Foundations

Leg and Body Paints
Lipstick

Makeup Bases
Rouges

Makeup Fixatives

Other Makeup Preparations

Manicuring Preparations

a)

b)

Basecoats and Undercoats

Cuticle Softeners
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c) Nail Creams and Lotions

d) Nail Extenders

e) Nail Polish and Enamel

f) Nail Polish and Enamel Removers
g) Other Manicuring Preparations

Oral Hygiene Products

a) Dentifrices (aerosol, liquid, pastes, and powders)
b) Mouthwashes and Breath Fresheners (liquids and sprays)
c) Other Oral Hygiene Products

Personal Cleanliness

a) Bath Soaps and Detergents

b) Deodorants and antiperspirants

¢) Douches

d) Feminine Deodorants

e) Feminine Intimate Products

f) Other Personal Cleanliness Products

Shaving Preparations

a) Aftershave Lotion

b) Beard Softeners

c¢) Men's Talcum

d) Pre-shave Lotions (all types)

e) Shaving Cream (aerosol, brushless, and lather)
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f) Shaving Soap (cakes, sticks, etc.)
g) Other Shaving Preparations

Skin Care Preparations (Creams, Lotions, Powders, and Sprays)

a) Cleansing (cold creams, cleansing lotions, liquids, and pads)
b) Depilatories

c) Face and Neck (excluding shaving preparations)
d) Body and Hand (excluding shaving preparations)
e) Foot Powders and Sprays

f) Moisturizing product

g) Acne products

h) Anti-wrinkle/anti-aging products

i) Skin-whitening products

i) Night

k) Paste Masks (mud packs)

[) Skin Fresheners

m) Other Skin Care Preparations

Suntan Preparations

a) Suntan Gels, Creams, and Liquids
b) Indoor Tanning Preparations
c) Sunscreens

d) Other Suntan Preparations
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THE DISTINCTION BETWEEN MEDICATED COSMETIC

AND NON-MEDICATED COSMETICS

1. The composition of the product: Although the composition of a

product alone does not necessarily determine its classification,
the presence of an ingredient (have a well-known therapeutic
use), or its concentration, may make the product suitable for
classification as a medicated cosmetic (as specified later in each
group of medicated cosmetics and attached annexes).

2. Product presentation and claims: The key consideration for the
classification of a product is its proposed claims or
“representation for sale”. A claim can be a word, a sentence, a
picture, a symbol, a paragraph or an implication on product
labels, package inserts or advertisements on the Internet, or in
other promotional materials. Together, these claims are used to
create a net impression of what the product is and does. Certain
claims may cause a product to be considered a medicated
cosmetic, even if the product is marketed as if it were a cosmetic.
Such claims establish the product as a medicated cosmetic
because the intended use is to treat or prevent disease or
otherwise affect the structure or functions of the human body.
Some examples are claims that products will restore hair growth,
reduce cellulite, treat varicose veins, increase or decrease the
production of melanin (pigment) in the skin, or regenerate cells.

This principle also holds true for "essential oils." For example, a
fragrance marketed for promoting attractiveness is a cosmetic.
But a fragrance marketed with certain "aromatherapy" claims,
such as assertions that the scent will help the consumer sleep or
quit smoking, meets the definition of a medicated cosmetic
because of its intended use. Similarly, a massage oil that is simply
intended to lubricate the skin and impart fragrance is a cosmetic,
but if the product is intended for a therapeutic use, such as
relieving muscle pain, it's a medicated cosmetic.
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GROUPS OF MEDICATED COSMETICS

Are products that meet the definitions of both cosmetics and drugs. This
may happen when a product has two intended uses. For example, a
shampoo is a cosmetic because its intended use is to cleanse the hair. An
antidandruff treatment is a drug because its intended use is to treat
dandruff. Consequently, an antidandruff shampoo is a medicated
cosmetic.

MEDICATED SUNSCREENS

a) Primary sunscreen product with medical claims such as
prevention of premature skin ageing, solar keratosis, sunspots,
preventing some skin cancers, reduction of skin cancer.

b) Sunscreen product contains the specified concentration of one or
more of the ingredients mentioned in Annex (1)

c) Sunscreens with active ingredients that are not listed in this
regulatory guideline for sunscreens in Annex (1)

MEDICATED ORAL HYGIENE PRODUCTS

Are products designed to control various diseases and conditions of the
mouth such as decay, caries cavities, mouth ulcers, sore gums, gingivitis,
dry mouth (xerostomia), halitosis (bad breath), topical pain relief, tooth
sensitivity or any references to gums and teeth diseases. of action.

Medicated oral hygiene products include:

e Products with claims related to "any implication of effect below
effect below the gum line", "removes/ whitens permanent stains
(e.g. tetracycline-induced) stains", "any references to the
diseases of gum or teeth", "relief gum and teeth pain".

e Antiseptic products intended to treat infections, sore gums and
so on are considered to be making medicinal claims. since an
interaction between the substance and any cellular constituent
present within the user’s body (such as bacteria, viruses or
parasites) may be sufficient to be considered a pharmacological

action.
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e Desensitizing toothpastes and gels should be classified as
medicated products

e The presence of fluoride salts which are permitted in cosmetics
up to a maximum of 1,500 parts per million (‘ppm’) (0.15%) of
fluorine (as fluorine). Products containing levels of fluoride above
this limit are generally categorized as medicinal products on
safety grounds. However, it should be noted that products with
less than 1,500 ppm fluorine may still be regarded as medicinal
products or medical devices depending upon claims made and
the mechanism of action.

e Products intended to ‘repair’ teeth / gums / enamel damaged by
an adverse condition, or ‘fight’ against cavities already formed,
will be considered medicated cosmetic or medical devices
depending on their mode

o Medicated oral hygiene products with active ingredients that are
listed in this regulatory guideline for medicated oral hygiene
products in Annex (2)

NOTE:

In cosmetic oral hygiene products the only benefits claimed to result
from the use of the product must be consequential on improvements to
oral hygiene. Products that are marketed with the purpose of cleaning
(e.g. helping remove and preventing plaque, Fight against plaque
formation), perfuming (e.g. fresh breath, prevent bad breath), protecting
(e.g. helps protects against tooth decay, protect against tartar) and
keeping teeth and the oral cavity in good conditions (e.g. maintain
healthy teeth and gums) fulfils the cosmetics definition.

Also, typical constituents of mouthwashes and toothpastes are
permitted as cosmetics; however, certain ingredients may not always be
permitted and enquirers should check with the acceptability of
components in cosmetics

MEDICATED ANTIPERSPIRANT
These are:
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- Products intended for hyperhidrosis or any references to perspiration
from hormonal/endocrine changes/ malfunction, is classified as
medicated cosmetics.

- Products that contains the specified concentration of one or more of
the ingredients mentioned in Annex 3)

MEDICATED HAIR CARE PRODUCTS

1. Antidandruff (Shampoos, Hairdressings or Lotions)

There is no definitive cause of dandruff. There is an increased turnover
of epidermal cells and ingredients such as selenium sulphide, pyrithione
zinc are thought to act by reducing the turnover of them. Various species
of fungi are also implicated and pyrithione zinc has antifungal activity.
More serious cases might better be described as seborrheic dermatitis
Antidandruff products with claims related to dandruff treatment,
eliminating dandruff permanently; are classified as medicated cosmetics.
They are intended to control/prevent/ reduce/eliminate the occurrence
of dandruff or the associated symptoms i.e. itching, irritations, redness,
flacking, scaling if they contains ingredients with direct physiological
effects (Annex 4).

The permitted combinations are:
e Salicylic acid and sulfur: Salicylic acid: 1.8 - 3.0% + Sulfur: 2 - 5%
e Coal tar and dl/I-Menthol (for rinse-off products only): Coal tar
solution: 1.8% (w/v) + dl/I-Menthol: 1.5%
NOTE:
It is acceptable to use “antidandruff products for cosmetic”.

2. Products Promoting hair growth

n u

e The claims with any reference to “alopecia”, “promoting or
stimulating hair growth”, "Prevent, treat, heal, stop or cure

nn

baldness (male or female pattern), alopecia, or hair loss", "to stop
or reverse hair loss", “replace thinning hair”, “restore hair loss”,
root penetration i.e. any action under the scalp”, usually relates

to medicated cosmetics.

- 266 -



62023 (k) L (il ) 213 5) Ly Ailall 202}

e The claim “slow down or reducing hair loss” or "promote or
strengthen existing hair growth" and thereby reducing hair loss or
"to nourish thinning hair" would not be considered to be making
medicinal claims and therefore would not be regarded as
medicated cosmetic products provided, they did not contain
ingredients with specific medicinal (pharmacological) activity.

3. Anti-head lice products

Products intended for treatment or prevention of head lice infestation
are categorized as medicated cosmetic products.

e Anti-lice products containing natural source oils or ingredients (as
Tea tree oil, lavender oil and eucalyptus oil)

The following claims are currently accepted for anti-lice products:

e Aids in the management/control of head lice infestation
¢ Relieves the symptoms of head lice infestation

e Aids in the removal of head lice and/or their eggs

e Kills/eradicates/destroys head lice and/or their eggs/nits
e Treats head lice infestation

e Prevents head lice infestation

NOTE: products act by physical or mechanical means are considered as
medicated medical devices. e.g., solutions which are used with a medical
device to facilitate the physical removal of lice or their eggs from the
scalp. Such products are usually oils or shampoos acting as lubricants to
assist in the removal of the lice by a medical device such as a comb.

MEDICATED FEMININE INTIMATE PRODUCTS

Feminine intimate products that are classified as medicated cosmetic
products include
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e Products for symptomatic relief of vaginal irritation/ infections by
changing the vaginal pH

e Products with medical claims such as itching, irritation, redness, &
vaginal discharge.

¢ Products for superficial moisturizing of extreme mucosal dryness

¢ Products that contain substances with direct physiological effects
such as povidone-iodine

e Products for the regulation of vaginal flora e.g. containing
"lactobacillus"

e Replenishes/ restores/ replaces physiological or natural vaginal
moisture

¢ Enhances natural or physiological vaginal moisture

¢ Replenishes/ restores/ replaces natural or physiological moisture
from vaginal tissue

¢ Balanced pH to prevent infection
e Help maintain normal pH level
e VVaginal tightening / contracting

¢ Enhances sperm motility / improves conception

ANTIBACTERIAL SKIN WASHES/ SOAPS

Products that include an antibacterial agent as mentioned in annex 5,

III

and/ or are described as “antibacterial”, having antibacterial claims or

statements about "killing germs", " killing pathogens", "killing bacteria /

odour causing bacteria", "antiseptic", "disinfectant / sanitizer",

n.n mn

"fungicide / germicide / virucide", "cleans cut (wounds)", "reference to

disease-causing organisms", "kills xx% of bacteria", "germ killing action",
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are classified as medicated cosmetics, because they are intended and
labeled for topical antimicrobial use to prevent disease in humans

Antibacterial products that fall under this category include all hand
soaps, dips, and alcohol-based washes and hand wipes for use when
water is not available, also known as instant hand sanitizers

NOTE: To meet the definition of soap in FDA’s regulations, a product has
to meet three conditions:

e What it’s made of: To be regulated as “soap,” the product must
be composed mainly of the “alkali salts of fatty acids,” that is, the
material you get when you combine fats or oils with an alkali,
such as lye.

e What ingredients cause its cleaning action: To be regulated as
“soap,” those “alkali salts of fatty acids” must be the only
material that results in the product’s cleaning action. If the
product contains synthetic detergents, it’s a cosmetic, not a soap.
You still can use the word “soap” on the label.

e How it'sintended to be used: To be regulated as soap, it must be
labeled and marketed only for use as soap. If it is intended for
purposes such as moisturizing the skin, making the user smell
nice, or deodorizing the user’s body, it's a cosmetic. Or, if the
product is intended to treat or prevent disease, such as by killing
germs, or treating skin conditions, such as acne or eczema, it’s a
medicated cosmetic. You still can use the word “soap” on the
label.

ACNE PRODUCTS
Products that are represented to prevent or treat acne or pimples should
be classified as medicated cosmetics
- If the label claims that the product will prevent, stop or heal
acne, used to reduce the number of acne blemishes, acne pimples,
blackheads, and whiteheads irrespective of the product’s composition

o For the treatment/management of acne.
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Helps treat acne pimples (and allows skin to heal)
Dries and helps clear up acne pimples (and allows skin to
heal)
o Reduces the number and/or severity of acne pimples (and
allow skin to heal)
Penetrates pores to control/reduce acne pimples
Helps keep skin clear of new acne pimples
Helps prevent new acne pimples from forming
Acne treatment
Helps prevent acne
Helps prevent acne pimples
Helps clear acne
Acnhe treatment
Helps treat acne/pimples
Reduces the number of pimples

o O 0O 0O O 0O o 0o 0 o o

Prevents (and)/Kills acne bacteria.
o Eliminates acne bacteria
- Products that contain the specified concentration of one or more
of the ingredients mentioned in Annex 6
NOTE:

Statements about “acne-prone” skin, "the removal of oil from the skin"

and "the covering of comedones or blemishes", “oil-free acne wash” are
considered as cosmetic.

MEDICATED MOISTURIZERS

Products that are represented as moisturizers are classified as medicated
cosmetics when the product claims to ameliorate dry skin, management
of various dermatological conditions, including xerosis, eczema,
psoriasis, and aging, relief itching, or to restore the skin barrier
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MEDICATED ANTI-AGING PRODUCTS

Medicated anti-aging are products claiming to remove wrinkles or

increase the skin’s production of collagen as following:

o

Accelerates normal cell renewal rate
Helps fresh new skin cells surface faster

Helps slow, reduce, prevent, eliminate, stop, reverse lines
and wrinkles or aging

Works beneath skin's surface to help prevent cell
destruction

Help maintain the integrity of fresh, new cells
Make skin younger

Remove scars/ sun damage

Repair sun damage

Any reference to action at cellular level, work on / from
inside

Any sign to stimulate skin synthesis of collagen, elastin,
enzymes, etc.

products that contain alpha hydroxy acids

= Alpha-hydroxy acids (AHAs) include Citric acid;
Glycolic acid; Lactic acid; Malic acid; Mandelic acid;
Tartaric Acid; Ammonium glycolate; Glycolic acid +
ammonium glycolate; Alpha-hydroxyethanoic acid +
ammonium alpha-hydroxyethanoate; Alpha-
hydroxyoctanoic acid; Alpha hydroxycaprylic Acid;
Hydroxycaprylic Acid; Mixed fruit acid; Triple fruit
acid; Tri-alpha hydroxy fruit acids; Alpha hydroxy and
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botanical complex; L-alpha hydroxy acid; Glycomer in
cross-linked fatty acids alpha nutrium.

= All skin products containing AHAs at concentrations
equal to or greater than 3%

= Products intended for consumer use with a maximum
concentration permitted of 10% with a pH equal to or
greater than 3.5

= Products for professional use with a maximum
concentration permitted of Between 10% and 30%
and a pH between 3.0to 3.5

o Products that contain up to 2% B-hydroxy acids (The most
common BHAs is salicylic acid (or related substances, such
as salicylate, sodium salicylate, and willow extract).
Among others are beta hydroxybutanoic acid, tropic acid,
trethocanic acid)

NOTE:

- In general release the name of anti-aging/ anti-wrinkle product is
acceptable for cosmetic product, as it is a description of the product. But
the anti-aging/ anti-wrinkle treatment or anti-aging/ anti-wrinkle effect,
these names are unacceptable for cosmetic products.

- Doesn't accept the existence of the product name as anti-aging/
anti-wrinkle product without the presence of an additional of
explanation refer to cosmetic use. For example, if a product is
intended to make lines and wrinkles less noticeable, simply by
moisturizing the skin (e.g., moisturize the skin so that it looks
more youthful, reduce the appearance of aging, improve the
appearance of wrinkles), similarly, makeup or “primers” intended
to make the signs of aging less noticeable just by hiding them.
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MEDICATED SKIN-WHITENING PRODUCTS

In principle skin-whitening is considered as a cosmetic purpose.
However, pigmentation disorders are considered as medical conditions,
and products intended to treat them fall in the scope of the medicated
cosmetics.

Skin-whitening products that are classified as medicated cosmetic
products include products with medical claims regarding management of
pigmentation disorders, such as melasma, chloasma, lentigo, freckles,
age spots, acne scars, pigmentation of ephelides and post-inflammatory
hyperpigmentation or discoloration related to hormones

NOTE:

- Skin lightening and whitening agents in cosmetics are
often used to produce a more even skin tone, usually to the face
and neck, but sometimes they can be used more extensively over
larger areas of skin.

- In order to achieve the cosmetic whitening effect, substances -
such as hydroquinone and its derivatives (Hydroquinone, Hydroquinone
monomethyl ether, Hydroquinone monoethyl ether, Hydroquinone
monobenzyl ether, Resorcinol), glucocorticoids (e. g. clobetasol
propionate, fluocinonide, betamethasone dipropionate) and tretinoin
are banned when used in cosmetic skin-whitening products, as these
substances are classified as medicines.

- Mercury-containing skin whitening products are banned

OTHERS

Products that contain the specified concentration of one or more of the
ingredients mentioned in Annex 7

NOTE

The following claims are NOT accepted for cosmetic products:
1. Stimulate circulation, blood flow to muscles
2. Relax, relives muscle
3. Eases muscle pain, stiffness
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18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.

Remove cuticles

Treat skin rash

Any references to effect on physiological growth of hair

Stop hair from growing back

Any references to hormones, phytohormones, phytoestrogen
Repairs damaged skin

. Stimulate circulation

. Remove toxins, detoxify

. Any references to disease prevention

. stimulate circulation

. remove toxins/ detoxifies

. any impression or reference to disease prevention

. any reference to action on tissue

. any reference to treatment / reduction of cellulite / orange peel

skin

lose inches

removes fat

reshapes

restructures or slim the skin

slim / slimming

cellulite (unqualified as cosmetic products definition)
lipodraining / melts fat

provides effect of medical / surgical procedure
de-pigmentation

reduces the appearance of viens, capillaries, etc.
decongests skin

decongesting skin

any reference to rosacea and therapeutic effect
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ANNEX (1): ACTIVE INGREDIENTS RESTRICTED FOR USE IN

MEDICATED SUNSCREENS

Maximum
Medicinal Ingredient Synonyms concentratio
n
4-Aminobenzoic acid PABA/ aminobenzoic acid 10%
I I h i
Amiloxate . soamylmet oxycmn.amate, 10%
isopentenyldmethoxycinnamate
Avobenzone 5%
Bemotrizinol bemotrizinolum 10%
Benzylidene .
Ipha-(2- -3yl
Camphore Sulfonic alpha-(2-oxoborn 3Y |de'ne) 6% (as acid)
. toluene-4 sulphonic acid
Acid
Bisimidazylate 10%
Bisoctrizole 10%
N,N,N-Trimethyl-4-(oxoborn
Camphor . e
. 3ylidenemethyl) anilinium
Benzalkonium 6%
methyl sulfate camphor
Methosulphate .
benzalkonium sulfate
2-ethoxyethyl para-
Cinoxate methoxycinnamate, cinoxate 3%
anhydrous
DlethanQIamlne 10%
methoxycinnamate
Diethylamino
hydroxy benzoyl 10%
hexyl benzoate
Dioxybenzone benzophenone 8 3%
Drometnzole 15%
trisiloxane
Ecamsule MexF)ryI SX, terephthalyllleene 10%
dicamphor sulfonic acid
Ensulizole Phenylbenzimidazole sulfonic 8%
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acid, 2 phenylbenzimidazole-
5sulfonic acid 2-phenyl-5-
sulfobenzimidazole
Enzacamene 4%
Homosalate homomethyl salicylate 10%
Iscotrizinol 10%
Meradimate menthyl anthranilate 5%
ethylhexyl methoxycinnamate,
Octinoxate ethylhexyl methoxycinnamate 10%
octinoxate
octyl salicylate, ethylhexyl
Octisalate salicylate, 2-ethylhexyl 5%
salicylate
Octocrylene 2-ethy|hexy|-2-cyano-3,3 10%
diphenylacrylate
Octyl triazone Ethylhexyl Triazone 5%
Oxybenzone Benzophenone 3 6%
Octyl dimethyl PABA, ethylhexyl
dimethyl PABA,
Padimate O 4-(dimethylamino) 8%
benzoic acid 2-ethylhexyl
ester
PEG-25 PABA etho?<ylated ethyl 4%
daminobenzoate
Polyacrylamidomethy
| Benzylidene 6%
Camphore
Diethylmalonylbenzylidene,
oxypropene dimethicone,
Polysilicone-15 dimethicodiethylbenzalmalonat 10%
e, diethylbezylidene malonate,
dimethicone
Sulisobenzone benzophenone 4 5%
Titanium dioxide E171, titanium dioxide 5%
anhydrous
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Triethanolamine Trolamine salicylate, TEA- 129%
salicylate salicylate °
Tris-biphenyl Triazin 10%
Zinc oxide pigment white 4 25%
ANNEX (2): ACTIVE INGREDIENTS RESTRICTED FOR USE IN
MEDICATED ORAL HYGIENE PRODUCTS
Medicinal Concentration
Ingredient
Triclosan 0.1to 1.0%

Cetylpyridinium 0.045% to 0.1%

Fluoride >1,500 ppm (> 0.15%)

(Phenol containing essential oils; eucalyptol,
menthol, methyl salicylate, and thymol)
0.1% and 6%

Phenol

Hydrogen peroxide

Note:
e Chlorohexidine containing mouth wash are classified as
prescription only medicine
e There are also varnishes containing fluoride salts but whose
mechanism of action would be as a physical barrier to protect the
teeth and these would be primarily regarded as medical devices.
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ANNEX (3): ACTIVE INGREDIENTS RESTRICTED FOR USE IN
MEDICATED ANTIPERSPIRANTS

Medicinal Ingredient Maxlmurr\
concentration
Aluminum chloride 15%
Aluminum chlorohydrate 25%
Aluminum chlorohydrex polyethylene glycol

25%

(PEG)
Aluminum chlorohydrex propylene glycol (PG) 25%
Aluminum dichlorohydrate 25%

Aluminum dichlorohydrex polyethylene glycol

25%

(PEG)
Aluminum dichlorohydrex propylene glycol (PG) 25%
Aluminum sesquichlorohydrate 25%

Aluminum sesquichlorohydrex polyethylene
25%
glycol (PEG)
Aluminum sesquichlorohydrex propylene glycol

25%

(PG)

Aluminum zirconium trichlorohydrate 20%
Aluminum zirconium trichlorohydrex gly 20%
Aluminum zirconium tetrachlorohydrate 20%

Aluminum zirconium tetrachlorohydrex gly 20%

Aluminum zirconium tetrachlorohydrex
20%

polyethylene glycol (PEG)

Aluminum zirconium tetrachlorohydrex

20%
propylene glycol (PG)

Aluminum zirconium pentachlorohydrate 20%
Aluminum zirconium pentachlorohydrex gly 20%
Aluminum zirconium octachlorohydrate 20%
Aluminum zirconium octachlorohydrex gly 20%
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Ethyl Lauroyl Arginate HCI 0.8%
lodopropynyl butylcarbamate 0.0075 %

Triclosan 0.3%

Zinc phenolsulfonate >6%,

ANTIDANDRUFF
| Medicinal Ingredient |  Concentration |
salicylic acid 1.8-3.0%
selenium sulfide 0.5-2.5%
sulfur 2-5%

0.1-0.25% (Leave on)?

pyrithi .
yrithione zinc 0.3 - 2% (Rinse off)

0.5-5%
Coal tar [from x% coal tar solution (USP or
equivalent)]2
Coal tar + dI-Menthol / I- 1.8% Coal tar + 1.5% dI-Menthol / I-
Menthol Menthol (Rinse off)3

1. Pyrithione zinc is permitted at concentrations of 0.3 - 2% in products
intended to be applied and rinsed off after brief exposure and
permitted at concentrations of 0.1 - 0.25% in products intended to be
applied and left on the scalp.

2. Coal taris to be expressed as % from a coal tar solution (USP or
equivalent) of x%. The permitted concentration of coal tar portion in
the final product is 0.5 - 5% Coal tar.

3. Coal tar [from X% coal tar solution (USP or equivalent)] at
concentration 1.8% in addition to dI-Menthol or I-Menthol at 1.5% is
permitted only in products to be applied and rinsed off after brief
exposure.
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ANNEX (5): ACTIVE INGREDIENTS RESTRICTED FOR USE IN

ANTIBACTERIAL HAND WASHES

Medicinal Ingredient Synonyms Concentration
Alcohol
Anhydrous alcohol
Ethanol Ethanol 60-80%
Ethyl alcohol
Grain alcohol
ISO';:;’;?F :|:2Lo| Isopropanol 60-75%
Benzalkonium chloride Benzalkonium chloride 0.1-0.15%
Benzethonium chloride Benzethonium chloride 0.05-0.5%
Chlorohexidine gluconate | Chlorohexidine gluconate 2-4%
Chlorohexidine Chlorohexidine
. . 2-4%
digluconate digluconate
Chloroxylenol Chloroxylenol 0.5-3%
povidone iodine povidone iodine 5-10%
Triclosan Triclosan 0.1-1%

ANNEX (6): ACTIVE INGREDIENTS RESTRICTED FOR USE IN ACNE

PRODUCTS

Medicinal Ingredient Concentration
Salicylic acid 0.5-2%
Sulfur 3-10%
Resorcinol 2%
Resorcinol monoacetate 3%
1. The appropriate dosage range for sulfur in combination with resorcinol or
resorcinol monoacetate is 3-8 %
2. Resorcinol and Resorcinol monoacetate are not permitted as single
medicinal ingredients and must be in combination with 3-8 % sulfur
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ANNEX (7): ACTIVE INGREDIENTS RESTRICTED FOR USE IN
MEDICATED COSMETICS

Medicinal Ingredient col\:::riﬁztrinon
Allantoin 2%
Calamine 25%

Dimethicone 30%

Glycerin/glycerol 45%

Kaolin 20%

Lanolin (Wool fat) 15.5%

Zinc oxide 25%
Zinc carbonate/ Zinc acetate 2%
Urea 10%
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Is the product presented to be used on external
parts of the human body or with the mucous
membranes of the oral cavity ?

**e. g.: epidermis, hair, nails, lips and external genital
organs, teeth, gums.

YES

Is the product presented to be used for the
following functions:
Cleaning
Perfuming, or correcting body odors
Changing appearance
Protecting or keeping the external parts of the body
in good condition

AYANANAN

YES

The Product Is
Cosmetics

Is the product containing an ingredient or concentration
of ingredient have a well-known therapeutic use), or is
the product having medicinal or therapeutic claims

YES

The Product Is
Medicated
Cosmetics
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Figure 1: General Classification Scheme of Cosmetic Product

REFERENCE

1.U.S. Food and Drug Administration (FDA)

2. Health Canada, Canada

3. Therapeutic Good Administration, Australia

4. Medicine and healthcare product regulatory agency, UK

5. European union Data base

6. Directorate General of Pharmaceutical Affairs and Drug Control, Oman
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