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HOW DOES ACNE DEVELOP?
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HOW DOES ACNE DEVELOP?

inflammatory acne
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How Oratane helps
1

reduces the increased sebum production

2

normalises the skin cell structure and prevents the development of blackheads

3

reduces the accumulation of bacteria in the sebaceous gland follicle

4

reduces the inflammation process

WHat does oratane achieve?
Before
Treatment

After
Treatment

What sort of side effects
might be expected?
Side effects in men and women:
On skin and mucous membrane…

…and suggestions how these can be prevented

Scaly – chapped lips

Lip ointment

Dry eyes

Eye Drops, Eye ointment, Glasses not contact lenses.

Dry facial skin

Oil free skin lotion.

Dry scaly – chapped skin,
itchiness

Do not shower for too long and not too hot.
Use skin-creams or lotions (oil free).

Increased sensitivity to sunrays

Sunblock with high SPF sunscreens. No prolonged
sunbathing and no solarium visits.

Dry hair itchy scalp dandruff

Do not dye hair; do not wash too frequently.

Dry nose

Petroleum jelly for nose; saline sprays or drops.

Dry mouth

Ample water intake; sugar-free lozenges; chewing gum.

Dry anus

Petroleum jelly.

Dry vagina

Lubricating gel.

What sort of side effects
might be expected?
Side effects in men and women:
More side effects

Suggestions

Rise in blood-fat

Laboratory tests necessary

Rise in liver enzymes

Laboratory tests necessary

Joint and muscle pains

Reduced sporting activity

Some loss of hair or increased hair growth

Temporary

Worsening of acne

Temporary

Depression, psychotic disturbances
Patients who have been treated with isotretinoin have reported depression, psychotic symptoms and rarely suicidal
feelings. Should you experience depression or exhibit any psychotic symptoms, care must be taken and immediate
help from your doctor should be sought.

Women must pay particular attention to
the following:
Isotretinoin can cause birth deformities
Preventive:
Pregnancy must be excluded before treatment can start.
Use an effective contraceptive for continuous prevention
of conception; one month before treatment begins,
during treatment and for one month after the treatment
with Oratane.

During the course of treatment:
• Treatment starts at the second or third day after
the beginning of menstruation (period).
• Regular laboratory pregnancy tests.

Contraindications:
• Pregnancy
• Breast feeding

How is Oratane taken?
Take Oratane with meals (preferably the main meal of the day), to be taken
with liquid.
Oratane capsules must not be chewed or sucked.
Oratane must always be swallowed whole.
Oratane must never be passed on to another person.

ABRIDGED PRODUCT INFORMATION
NAME OF THE DRUG: ORATANE (isotretinoin) (BP/Ph. Eur) 5 mg, 10 mg, 20 mg and 40 mg capsules.
Note: ISOTRETINOIN is highly teratogenic. All steps should be taken to avoid pregnancy while taking ORATANE 5 mg,
10 mg, 20 mg or 40 mg capsules and for one month after.
Composition: ORATANE 5 mg capsules contain 5 mg of isotretinoin; ORATANE 10 mg capsules contain 10 mg of
isotretinoin; ORATANE 20 mg capsules contain 20 mg of isotretinoin; ORATANE 40 mg capsules contain 40 mg of
isotretinoin.
ACTIONS: ORATANE capsules contain isotretinoin. Isotretinoin is a retinoid which inhibits sebaceous gland function and
keratinisation.
INDICATIONS: Severe forms of nodulo-cystic acne which are resistant to therapy, particularly cystic acne and acne
conglobata, especially when the lesions involve the trunk. ORATANE should only be prescribed by physicians who are
experienced in the use of systemic retinoids, preferably dermatologists, and understand the risk of teratogenicity if
ORATANE is used during pregnancy.
CONTRAINDICATIONS: Positive history of hypersensitivity to isotretinoin or any of the excipients listed. Rare cases of
benign intracranial hypertension have been reported after isotretinoin and after tetracyclines. Use in Pregnancy (category
X) Isotretinoin is highly teratogenic and should not be used during pregnancy. Isotretinoin must not be used by females
who are pregnant or who may possibly become pregnant while undergoing treatment. Women of childbearing potential
should not be given isotretinoin until pregnancy is excluded. An effective form of contraception should be used for at least
one month before and also throughout isotretinoin therapy. Contraception should be continued for one month following
discontinuation of isotretinoin therapy.
PRECAUTIONS: Transient exacerbation of acne has been seen, generally during the initial period of therapy. Because of
the relationship of isotretinoin to vitamin A, patients should be advised against taking vitamin supplements containing
vitamin A to avoid additive toxic effects. Pseudotumour cerebri. Isotretinoin use has been associated with a number of
cases of pseudotumour cerebri (benign intracranial hypertension). Corneal opacities. Corneal opacities have occurred
in patients receiving isotretinoin for acne and more frequently when higher drug dosages were used in patients with
disorders of keratinisation. All isotretinoin patients experiencing visual difficulties should discontinue the drug and have
an ophthalmological examination. Biochemical abnormalities. Isotretinoin causes elevation of serum triglycerides and
cholesterol as well as a decrease in high density lipoprotein (HDL) which appear to be related to duration of treatment
and are reversible on cessation of treatment. Isotretinoin treated patients with serum triglycerides >8 g/L are at risk of
developing pancreatitis. Predisposing factors such as a family history of lipid disorders, obesity, alcohol abuse, diabetes
and smoking should be assessed. Liver function tests. Rises in alanine and aspartate aminotransferases (ALT and AST)
have been recorded in clinical trials. Liver function tests, especially AST and blood lipids, should be measured before
therapy and at monthly intervals during therapy. Hyperostosis. In clinical trials of disorders of keratinisation with a
mean dose of 2.24 mg/kg/day, a high prevalence of skeletal hyperostosis was noted. Minimal skeletal hyperostosis has
also been observed by X-rays in prospective studies of cystic acne patients treated with a single course of therapy at
recommended doses. Hepatotoxicity. Several cases of clinical hepatitis have been noted which are considered to be
possibly or probably related to isotretinoin therapy. Additionally, mild to moderate elevations of hepatic enzymes have
been observed in approximately 15 % of individuals treated during clinical trials, some of which normalised with dosage
reduction or continued administration of the drug. If normalisation does not readily occur or if hepatitis is suspected
during treatment with isotretinoin, the medicine should be discontinued and the aetiology further investigated. Use in
pregnancy: Isotretinoin is a known human teratogen and should not, under any circumstances, be administered during
pregnancy. Use in lactation: It is not known whether this drug is excreted in human milk. Because of the potential
for adverse effects, breastfeeding mothers should not receive isotretinoin. Use in children: The approved therapeutic
indication does not involve use in children and safety in prepubertal children has not been established. Isotretinoin may
be associated with depression, psychotic symptoms and rarely suicide. Particular care needs to be taken in patients with
a history of depression and all patients should be monitored for signs of depression and referred for appropriate treatment
if necessary. Isotretinoin has been associated with inflammatory bowel disease (including regional ileitis) in patients
without a prior history of intestinal disorders. Patients experiencing severe (haemorrhagic) diarrhoea should discontinue
isotretinoin immediately.
ADVERSE REACTIONS: Most adverse effects appear to be dose related with the more pronounced effects occurring at
doses above 1 mg/kg/day. The adverse effects may recede during continued therapy and the mucocutaneous effects

are reversible. Clinically the most common side effects are mucocutaneous. The most frequent is cheilitis. Others which
occur frequently are dry nose, mouth and skin. Epistaxis is seen in up to 30 % of patients. Dry eyes and conjunctivitis are
seen in some patients. Approximately 16 % of patients develop musculoskeletal pains, tenderness or stiffness of bones,
muscles or joints, more noticeable on exercise. While these symptoms are usually mild, occasionally they may require
discontinuation of the medicine. These symptoms generally cleared rapidly after discontinuation of the medicine but in
rare cases have persisted. Hair thinning usually mild, is seen in less than 10 % of patients. In approximately 1 patient in
20: peeling of palms and soles, skin infections, non-specific urogenital findings, non-specific gastrointestinal symptoms,
fatigue, headache and increased susceptibility to sunburn and photosensitivity reactions. Cases of pseudotumour cerebri
and/or papilloedema have been reported. Skeletal hyperostosis has been observed on X-rays of patients treated with
isotretinoin (see Precautions). Corneal opacities have occurred in patients receiving isotretinoin for acne. Depression has
been reported in some patients on isotretinoin therapy. In some of these patients this has subsided on discontinuation
of therapy and reoccurred on reinstitution of therapy. Dry eyes and decrease in night vision have also been reported and
in rare instances have persisted after treatment has ceased. Cataracts and visual disturbances have also been reported.
Intolerance to contact lenses may force the patient to wear glasses during treatment. Increased uric acid levels have
occurred in association with isotretinoin therapy. Isotretinoin has been temporally associated with inflammatory bowel
disease. Occasional cases of a late disease flare characterised by an inflammatory, haemorrhagic, pyogenic, granulomalike response of healing acne cysts have been reported. In some cases this reaction has been severe enough to warrant
cessation of therapy. (This occurs at a different stage and is qualitatively different from the transient exacerbation
which may occur early in therapy). Isolated cases of allergic vasculitis, thrombocytopenia, hearing deficiency at certain
frequencies and local and systemic infections with Gram-positive microorganisms (Staphylococcus aureus) have been
reported. Laboratory tests: Elevation of lipid levels occur with isotretinoin therapy. These are usually mild at doses less
than 1 mg/kg/day and elevations above the normal range are unusual at 0.5 mg/kg/day. At doses above 1 mg/kg/day,
elevation (above the normal range) occurs in 25 % of patients. Changes in the ESR have also been noted. A rise in AST
levels may occur, especially with the higher dosages of isotretinoin. Although the changes have usually been within the
normal range and may return to baseline levels despite continued treatment, significant increases have occurred in a
few cases, necessitating dosage reduction or discontinuation of isotretinoin. Certain patients receiving isotretinoin have
experienced problems in the control of their blood sugar. Therefore, patients known or suspected to have diabetes should
have frequent blood sugar determinations performed during isotretinoin therapy. A small number of patients have shown
proteinuria, microscopic or gross haematuria and elevated creatine phosphokinase.
DOSAGE AND ADMINISTRATION: Initial Treatment: All patients should initially receive doses up to 0.5 mg/kg bodyweight
daily for a period of two to four weeks, when their responsiveness to the medicine will usually be apparent. Satisfactory
initial responses have been reported from 0.05 mg/kg/day. Relapse rates on the lower doses are higher (a second course
may be required in about two thirds of patients on 0.1 mg/kg/day for 16 weeks), but there is decreased incidence and
severity of adverse reactions at lower doses. The daily dosage should be taken with food in the nearest number of whole
capsules, either as a single dose or in two divided doses during the day, whichever is more convenient. Doses up to 1
mg/kg/day may be used in patients refractory to initial treatment at lower doses. The above daily dosages of isotretinoin
should be continued for 16 weeks to complete the course of treatment. After a period of two months off therapy and if
warranted by persistent severe cystic acne, a second course of therapy may be initiated. Concomitant therapy: As a rule,
concomitant therapy is not indicated but non-irritant topical preparations may be used if required. Concomitant therapy
with tetracyclines is contraindicated.
PRESENTATION: ORATANE 5 mg capsules are white coloured oval soft gelatine capsules containing a yellow/orange
viscous liquid. ORATANE 5 mg capsules are available in blister packs of 60 or 180 capsules. ORATANE 10 mg capsules
are violet coloured oval soft gelatine capsules containing a yellow/orange viscous liquid. ORATANE 10 mg capsules are
available in blister packs of 60 or 180 capsules. Starter packs of 15 capsules. ORATANE 20 mg capsules are maroon
coloured oval soft gelatine capsules containing a yellow/orange viscous liquid. ORATANE 20 mg capsules are available
in blister packs of 60 or 180 capsules. Starter packs of 15 capsules. ORATANE 40 mg capsules are light orange coloured
oval soft gelatine capsules containing a yellow/orange viscous liquid. ORATANE 40 mg capsules are available in blister
packs of 30 capsules.
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