Aetos Minoxidil Topical Solution 5%w/v

To be supplied only on the prescription of a registered medical practitioner

Composition
Each ml contains 50mg of minoxidil (5%w/v) Contains ethanol (51%w/v)

Product Description

Aetos Minoxidil Topical Solution 5%w/v is a cutaneous solution available as a
clear, colourless to yellowish homogeneous solution, free from particles in
suspension.

Pharmacodynamics

The mechanism by which cutaneous minoxidil and/or its metabolite stimulates hair
growth is not yet clear. However, it is believed that minoxidil acts at a hair follicle
level, by increasing the blood flow in the scalp due to local vasodilation, stimulat-
ing anagen growth, prolonging the anagen phase and stimulating anagen
recovery from telegon phase. As a peripheral vasodilator, minoxidil enhances
microcirculation to hair follicles. The Vascular Endothelial Growth Factor (VEGF)
is stimulated by minoxidil and VEGF is responsible for the increased capillary
fenestration, which indicating of high metabolic activity during the anagen phase.

Pharmacokinetics

Minoxidil percutaneous absorption is approximately 0.3% to 4.5% of the total dose
applied, after cutaneous application of hydroalcoholic solutions at 2% containing
propylene glycol. Minoxidil is not bound to plasma protein. It is distributed into
breast milk. Minoxidil is extensively metabolised by the liver. It requires sulfation to
become active, but the major metabolites is a glucuronide conjugate. Minoxidil is
excreted predominantly in the urine mainly in the form of metabolites. Minoxidil
and its metabolites are dialysable although the pharmacological effect is not
reversed.

Indication
Aetos Minoxidil Topical Solution 5%w/v is exclusively indicated for the treatment of
alopecia androgenetica in males and females.

Aetos Minoxidil Topical Solution 5%w/v stimulates hair growth and stabilizes hair
loss in patients with alopecia androgenetic.

Dosage and Administration
Use Aetos Minoxidil Topical Solution 5%w/v only as directed. Do not apply Aetos
Minoxidil Topical Solution 5%w/v to any other area of the body.

A total dose of 6 sprays (equivalent to 1 mL) Aetos Minoxidil Topical Solution
5%wi/v should be applied twice per day to the scalp, beginning at the center of the
affected area. This dose should be used regardless of the size of the affected
area. The total daily dose should not exceed 2 mL.

Apply Aetos Minoxidil Topical Solution 5%w/v when the hair and scalp are
thoroughly dry. After applying Aetos Minoxidil Topical Solution 5%w/v wash hands
thoroughly.

Method of application:
According to the affected area and the application device provided.

A. Spray pump

1. Remove the outer cap of the bottle.

2. Apply 1 ml of solution, by pressing the spray
pump 6 times (Fig. 1).

Fig. 1
B. Applicator
B 1. Remove the outer cap of the bottle.
ﬁ 2. Remove the top part of the spray head
(piece with the orifice), by pulling it up,
(Fig. 2) and insert the applicator (Fig. 3 & 4).
Fig. 2 Fig.3
3. Apply 1 ml of solution, by pressing the
h applicator 6 times (Fig. 5).
‘ Remark: Kindly wash your hand after each
application.
Fig. 4 Fig.5

Contraindications
Not to be used by those who are known hypersensitivity to Minoxidil.

Should not be applied to inflamed scalp skin or areas affected by psoriasis, severe
sunburn, or severe excoriations, because of the risk of increased absorption.

Warnings and Precautions

Topical Minoxidil is only indicated for the treatment of alopecia androgenetica and
should not be used in other type of hair loss for example when there is no family
history of hair loss, hair loss is sudden and/or patchy, hair loss is due to childbirth,
or the reason for hair loss is unknown.

Topical application of minoxidil should be restricted to the scalp.

Patients being treated for hypertension should be monitored if topical minoxidil is
used concurrently.

Minoxidil topical solution will cause burning and irritation of the eye. In the event of
accidental contact with sensitive surfaces (eye, abraded ski, mucous
membranes), the area should be bathed with copious amounts of cool tap water.

Use in Children:
Safely and efficacy of minoxidil topical solution 5% in patients under 18 years of
age have not been established.

Use in elderly:
Safely and efficacy of minoxidil topical solution 5% in patients over 65 years of age
have not been established.

Interactions with Other Medicaments

Should not be used concomitantly with other medications applied topically on the
scalp. Topical drugs eg: corticosteroid, tretinoin, dithranol or petrolatum which may
alter the stratum corneum barrier and could increase absorption of minoxidil if apply
concurrently.

Although it has not been demonstrated clinically, there exists the theoretical possibility
of absorbed minoxidil potentiating orthostatic hypotension caused by peripheral
vasodilators.

Pregnancy and Lactation
This product should not be used during pregnancy or lactation.

Pregnancy

There are no adequate and well-controlled studies in pregnant women. Studies in
animal have shown a risk to the foetus at exposure levels that are very high compared
to those intended for human exposure.

Lactation
Systemically absorbed minoxidil is secreted in human milk. Hence, Minoxidil should
not be used by pregnant or nursing mothers

Side Effects:
Like all medicines, this medicine may cause side effects, although not everybody gets
them.

Body System (SOC)| Frequency | Adverse Drug Reaction (Preferred Term)

Immune System |Common Hypersensmwty reactions (including face

) oédema, generalised erythema, pruntus

Disorders ?enerallsed swelling face, and ' throat
ightness)

Not known Angioedema (including lip oedema, lip
swelling, oedema mouth, OFOFh ngeal
swelling, pharyngeal oedema, swollen fongue
and tongue oedema)

Psychiatric Disorders | Not known Depressed mood

Nervous System | Very common| Headache

Disorders Uncommon | Dizziness
Eye disorders Not known Eye irritation
Cardiac disorders Common Chest pain

Uncommon | Palpitations

Not known Heart rate increased

Vascular disorders | Not known Hypotension

Respiratory, thoracic | Uncommon
and mediastinal Dyspnoea

disorders

Gastrointestinal Uncommon | Nausea

Disorders Not known Vomiting

Skin and Common Hypertrichosis  (unwanted non-scalp  hair
subcutaneous including facial hair growth in women)

Pruritus (including rash pruritic generalised
tissue disorders anlé Iel;,e é:,uritlfjsl) 9 prurfic g I
Rash (including pustular, popular, generalised,
vestibular and macular rash)

Dermatitis (including contact, allergic, atopic
and seborrhoeic dermatitis)

Rare Changes in hair

Not known | Dry skin

Skin exfoliation (including exfoliative rash and
dermatitis exfoliative)

Acne (acneiform rash)

Temporary hair loss (see section 4.4)
Changes in hair colour

General disorders Common Oedema peripheral
and administration | Not known | Application site reactions (These sometimes
site conditions involve nearby structures like the ears and

face and typically consist of pruritus, irritation,
pain, rash, oedema, dry skin, erythema and
rash erythematous but can sometimes be
more severe and include exfoliation,

dermatitis, blistering, bleeding and ulceration)

Investigations Common Weight increased

Symptoms and Treatment of Overdose

Increased systemic absorption of minoxidil may potentially occur if higher than
recommended doses are applied to larger surface areas of the body or areas other
than the scalp.

Accidental ingestion has the potential of producing systemic effects related to the
pharmacological action of the drug. Signs and symptoms of minoxidil overdosage
would primarily be cardiovascular effects associated with sodium and water retention.
Tachycardia, hypotension, dizziness and lethargy can also occur.

Treatment of minoxidil overdosage should be symptomatic and supportive.

Fluid retention can be managed with appropriate diuretic therapy. Clinically significant
tachycardia can be controlled by administration of beta-adrenergic blocking agent.

page 1




Effects on Ability to Drive and Use Machine
This product may cause dizziness or hypotension. If affected, patients should not
drive or operate machinery.

Storage Conditions: Do not store above 30°C. Keep the bottle tightly closed.

Protect from light.

Dosage Forms and Packaging Available

Aetos Minoxidil Topical Solution 5%w/v is available in 100 ml bottle. For further

information, please consult your pharmacist/physician.

Name and Address of Manufacturer
MEDINFAR MANUFACTURING, S.A.
Parque Industrial Armando Martins Tavares,
Rua Outeiro Da Armada No 5,
Condeixa-A-Nova,

3150-194 Sebal, Portugal

Name and Address of Product Registration Holder
Aetos Pharma Sdn Bhd (1322949-D)

Add: No. 66B-Tingkat 2, Jalan Cerdas,

Taman Connaught,

56000 Kuala Lumpur, Malaysia
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