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Betacemin

Composition: Each 1g of ointment contains: 50mcg of
Calcipotriene and 0.643mg of Betamethasone
dipropionate(equivalent to 0.5mg of Betamethasone)
Inactive Ingredients: Polyoxyl Stearyl Ether, dl-alpha
tocopherol (Vit E) Butylated hydroxytoluene, Mineral Oil,
White petrolatum.

Pharmacological Classification: Dermatological Durgs.
Properties:

This product for the treatment of psoriasis (a chronic genetic
relapsing Skin disease, characterized by the existence of
separate scaly patches, plaques and papules). The ointment
combines the pharmacological effects of calcipotriol as a
synthetic vitamin D3 analogue and betamethasone as a
synthetic corticosteroid.

The D3 analogue and calcipotriol induces differentiation and
suppresses proliferation of keratinocytes in the skin Like other
topical corticosteroids, betamethasone has anti-
inflammatory, antipruritic, vasoconstrictive and topical
immunosuppressive properties, but the exact mechanisms
bywhich this combination improves plaque psoriasis are
unknown.

Pharmacokinetics:

Clinical studies indicat that the systemic absorption of
calcipotriol and betamethasone ointment is less than 1% of
the dose (2.5g) when applied to normal skin for 12 hours.
Application to psoriasis plaques and under occlusive dressings
may increase the absorption of topical corticosteroids.
Calcipotriol metabolism following systemic uptake is rapid and
occursin the liver, and the primary metabolites are less potent
than the parent compound.

Indications:

This productisindicated for the once daily topical treatment of
plaque psoriasis vulgaris.

Contraindications:

-Allergic sensitisation to any constituent of the onitment.
Patients with known disorders of calcium metabolism.

Due to the corticosteroid content: viral lesions of the skin (eg
herpes or varicella), fungal or bacterial skin infections,
parasitic infections, skin manifestations in relation to
tuberculosis or syphilis, perioral dermatitis, ache vulgans,
atrophic skin, striae atrophicae, fragility of skin veins,
ichthyosis, acne rosacea, ulceration, wounds, perianal and
genital pruritus.

- Yrythrodermic, extolivative and pustular psoriasis.

- Patients with server renal insufficiency or severe hepatic
disorders.

- NOT FOR OPHTHALMIC USE.

Warnings And Precautions:

The patient must be instructed on correct use of the product to
avoid application andlor accidental transfer to the scalp, face,
mouth or eyes. Ointment is not recommended for use on the
face since it may give rise to itching and erythema of the facial
skin.

Treatment of more than 30% of the body surface should be
avoided.

Patients should be instructed to wash their hands after using
ointment, to avoid inadvertent transfer of ointment to the face
from otherbody areas.

Dermal Ointment

-Don't use more than 15g per day or 100g per week.

- Serum calcium and renal function should be monitored at 3
monthly intervals during periods of usage of topical
calcipotriol, including that in ointment. If the serum calcium
level is elevated, treatment with should be discontinued and
the condition should be treated appropriately.

The levels of serum calcium should be measured once weekly
until the serum calcium levels return to normal values.

- As the ointment contains a potent corticosteroid (classified as
WHO group Il steroid), concurrent treatment with other
steroids should be avoided. Adverse effects found in
connection with systemic corticosteroid treatment, such as
adrenocortical suppression orimpact on the metabolic control
of diabetes mellitus, may occur also during topical
corticosteroid treatment due to its systemic absorption.

- Application of ointment to large areas of damaged skin, under
occlusive dressings, to mucous membranes, or in skin folds
should be avoided as these conditions increase the systemic
absorption of both corticosteroids and calcipotriol.

- Skin of the face and genitals are very sensitive to
corticosteroids.

- Long term treatment of these parts of the body should be
avoided.

- These areas should only be treated with the weaker
corticosteroids.

- If lesions become secondarily infected, they should be
treated with antimicrobial therapy. However, if infection
worsens, treatment with topical corticosteroids should be
withdrawn.

When treating psoriasis with topical corticosteroids there may
bearisk of generalised pustular psoriasis.

Thereis no experience of the use of this ointment on the scalp.
- If irritation develops, treatment with this medication should
be discontinued and appropriate therapy instituted.

- Treated skin areas should be protected from sunlight and UV
light (using physical covering and/or sunscreens), particularly
where exposure may be considerable for reasons such as
occupation.

The recommended treatment period of the ointment is 4
weeks under medical supervision, for up to 52 weeks. The
treatment should be discontinued in case of adverse effects
related to long-term use of corticosteroids as described in the
Adverse Effects section.

There may be a risk of rebound when discontinuing long-term
treatment with corticosteroids.

Pregnancy and Lactation: Pregnancy category B1.

This medication should be used during pregnancy only if the
potential benefit clearly justifies the potential risk to the fetus.
Caution should be exercised when this medication is
prescribed for breast-feeding women, should only be used
during lactation if the potential benefit clearly justifies the
potential risk to the fetus.

Breast-feeding women should not use this medication
topically on breast.

Use in Children:

is not recommended for use in children and adolescents below
18 years of age as the safety and effectiveness of the ointment
in this population has not been established.

Renal and Hepatic Impairment:
Salety has not been established in patients with renal
impairment.
Side Effects:
The most common side eflects are: tching and rash, Back
pain, Blood calcium increase, Ecchymosis,
Headache,Nasopharyngitis, Upper respiratory tract infection.
In case of long-term treatment: redness of the skin, eczema,
skinirritation, skin burning, inflamed hair pores (folliculitis),
change of skincolor (at the site of application), tash with pus-
filled papules, thinning ofthe skin (atrophy) and swollen fine
blood vessels (this makes the skinappear red at
the site of application). Pain of skin.
DRUG INTERACTIONS:
Calcium supplements,drugs to treat calcium deficiency,
vitamin D, supplements or with other drugs that enhance
the systemic availability of calcium medicines, should not be
used with this medication.
Dosage And Administration:
Apply an adequate layer of the ointment/ gel to the affected
areas once daily (either morning or night) for up to 4 weeks.
One fingertip unit (FTU) is enough to cover an area of skin twice
the size of your palm. For example, if the area to be treated is 2
elbows and 2 knees, you may require up to 4 FTU's of ointment.
One fingertip unit (FTU) is the amount of ointment, squeezed
out of a tube, from the tip of an adult's index finger to the first
creaseinthefinger.
The ointment should be rubbed in gently and completely.
Patients should wash their hands after applying the ointment,
unless their hands are being treated, If the ointment use is
forgotten, it should be used as soon asis remembered. Then go
onasbefore.
The ointment should not be used with occlusive dressings,
unless directed by the physician.
Do not use this ointment for more than 4 weeks, unless
instructed by the doctor.
Therapy should be discontinued when controlis achieved.
This ointment is not for oral, ophthalmic, or intravaginal use.
Do notuse the ointment on the face, groin, or axillae.
Ifaccidentally get the ointment on the face or in the eyes, wash
the area with water right away.
Storage conditions:
- Store at a Temperature Between (20-25°C).
Packaging: carton box containing tube 15g.

THIS IS A MEDICAMENT

A medicament is a Product but Unlike any Other Products

A medicament is a Product Which Affects Your health, and its
Consumption Contrary to Instructions is Dangerous for you.

Follow Strictly the Doctors Prescription, the Method of use and the
Instructions of the Pharmacist who Sold the Medicament.

The Doctor and the Pharmacist are Experts in Medicine, its Benefits
and Risks.

Do not by Yourself Interrupt the Period of Treatment Prescribed for you.
Do not Repeat the Same Prescription Without Consulting your Doctor.

Keep Medicaments out of Reach of children
(Cauncil of Arab Health Ministers) (Arab Pharmacists Association)
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