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Rheumatology

Active phases of systemic vasculitis:

Polyarteritis nodosa (in patients with concomitant positive hepatitis B serology, the
duration of treatment should be restricted to two weeks), polymyalgia rheumatica
(PMR), PMR with giant cell arteritis, temporal arteritis with acute vision loss;
Active phases of systemic rheumatic disease: systemic lupus erythematosus, mixed
connective tissue disease;

Severe progressive forms of active rheumatoid arthritis, e.g. rapidly destructive
forms and/or with extra-articular manifestations;

Other forms of inflammatory rheumatic arthritis, provided that the severity of
symptoms requires it and non-steroidal anti-inflammatory drugs (NSAIDs) cannot
be used:

Spondylarthritis (ankylosing spondylitis with involvement of peripheral joints,
psoriatic arthritis, enteropathic arthropathy with high inflammatory activity);
Reactive forms of arthritis;

Anrthritis in sarcoidosis;

Severe systemic form of juvenile idiopathic arthritis (Still’s disease) or with
iridocyclitis refractory to topical treatment.

Pulmonary and respiratory tract disorders

Bronchial asthma:

For the long-term treatment of severe chronic asthma (stage 4) and for treatment of
exacerbations in adults and children.

Chronic obstructive pulmonary disease (COPD):

For short-term treatment (max. 14 days) of exacerbations;

Upper respiratory tract disorders:

For short-term treatment of severe forms of allergic rhinitis in adults after failure
of all other treatment alternatives, including topical glucocorticoids.

Dermatology

Oral initial treatment of extensive, severe, acute skin conditions responsive to
glucocorticoids, such as:

Allergic skin disease (e.g. acute urticaria, contact dermatitis, drug eruption), atopic
eczema (acute exacerbations or extensive weeping eczema), pemphigus vulgaris.

Nephrology

Minimal change glomerulonephritis;
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- Extracapillary proliferative glomerulonephritis (rapidly progressive
glomerulonephritis), generally in combination with cytostatics, tapering and
ending treatment in Goodpasture’s syndrome; for all other forms, long-term
continuation of treatment;

- ldiopathic retroperitoneal fibrosis.
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4.4 Special warnings and precautions for use

Treatment with Sterocort 4 mg may lead to an increased risk of bacterial, viral,
parasitic, opportunistic and fungal infections due to immunosuppression. The
symptoms of an existing or developing infection can be masked, thus making
diagnosis more difficult. Latent infections such as tuberculosis or hepatitis B can be
reactivated.

In the following disorders, therapy with Sterocort 4 mg should be administered only
when very strictly indicated; with adjuvant targeted anti-infective therapy if
necessary:

acute viral infections (hepatitis B, herpes zoster, herpes simplex, varicella, herpetic
keratitis),
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- in patients with suspected or confirmed strongyloidiasis (threadworm infection),
glucocorticoids can lead to the activation and mass proliferation of these parasites.

- in patients with a history of tuberculosis {caution—reactivation}. Use only with
tuberculostatic protection.

In addition, therapy with Sterocort 4 mg should be administered only when strictly
indicated, with specific adjuvant therapy if necessary, in cases of:

- gastrointestinal ulcers,

- severe 0steoporosis,

- severe heart failure,

- difficult-to-control hypertension,

- difficult-to-control diabetes mellitus,

- psychiatric disorders (including history thereof), including suicidal ideation: neurological or

psychiatric monitoring is recommended.
- narrow and open-angle glaucoma: ophthalmic monitoring and adjuvant therapy are
recommended.

- corneal ulcerations and corneal lesions: ophthalmic monitoring and adjuvant therapy are

recommended.

At high doses, bradycardia may occur.
Severe anaphylactic reactions may occur.

The risk of tendinopathies, tendinitis and tendon rupture is increased when
fluoroquinolones and glucocorticosteroids are co-administered.

Concomitant myasthenia gravis may initially deteriorate during treatment with
Sterocort 4 mg.

Paediatric population

In the growth phase of children, the benefit/risk ratio of treatment with Sterocort 4 mg
should be carefully assessed. Due to the growth-inhibiting effect of triamcinolone,
height gain should be regularly monitored during long-term therapy.

Elderly patients
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As elderly patients are at increased risk of osteoporosis, the benefit/risk ratio of
treatment with Sterocort 4 mg should be carefully assessed.

4.5 Interaction with other medicinal products and other forms of interaction

Oestrogens (e.g. ovulation inhibitors): The half-life of glucocorticoids may be
prolonged. Hence, the corticosteroid effect may be potentiated.

Antacids: During concomitant administration of aluminium hydroxide or magnesium
hydroxide, glucocorticoid absorption may be diminished, resulting in reduced
efficacy of Sterocort 4 mg. The glucocorticoid and antacid should therefore be taken

separately, with an lnterval of 2 hours between them—paﬁen%s—wﬁh—ehrenm—kw

Coumarin derivatives: The anticoagulant effect may be attenuated or potentiated.
Adjustment of the anticoagulant dose may be required during concomitant use.

Somatropin: The effect of somatropin may be reduced during long-term therapy.

Immunosuppressants: Increased susceptibility to infections and possible exacerbation
or manifestation of latent infections. Additionally for ciclosporin: The blood levels of
ciclosporin are increased: There is an increased risk of cerebral seizures.

Fluoroquinolones can increase the risk of tendinopathies.

4.8 Undesirable effects

Infections and infestations

Masking of infections; manifestation, exacerbation or reactivation of viral infections,
fungal infections, bacterial, parasitic and opportunistic infections; activation of
strongyloidiasis (see section 4.4).

Immune system dlsorders

Hypersensitivity reactions (e.g. drug eruption), severe anaphylactic reactions such as
arrhythmias, bronchospasms, hypo- or hypertension, circulatory collapse, cardiac
arrest, weakening of the immune system.

Endocrine disorders
Adrenal suppression and induction of Cushing’s syndrome (typical symptoms: moon

face truncal obe3|ty and plethora)—Fedueed—ngeese—tele#a%e—deetes—memw&

Metabolism and nutrition disorders
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Sodlum retentlon Wlth oedema formation, increased potassmm excretlon (cautlon
cardiac arrhythmias), weight gain, reduced glucose tolerance, diabetes mellitus,
hypercholesterolaemia and hypertriglyceridaemia, increased appetite.

Psychiatric disorders
Depression, irritability, euphoria, increased drive and-appetite, psychosis, mania,
hallucinations, affect lability, feelings of anxiety, sleep disorders, suicidal ideation.

Nervous system disorders

Pseudotumor cerebri {particutarhy--chidren), manifestation of latent epilepsy,
increased seizure susceptibility in patients with manifest epilepsy.

Eye disorders

Cataract, particularly with posterior subcapsular opacification, glaucoma, aggravation
of corneal ulcer symptoms, promotion of viral, fungal and bacterial eye infections,
exacerbation of bacterial corneal inflammation, ptosis, mydriasis, chemosis,
|atrogen|c scleral perforatlon chorloretlnopathy, blurred VISIOn (see also sectlon 4, 4)

Vascular disorders
Hypertension, increased risk of arteriosclerosis and thrombosis, vasculitis (also as a
withdrawal syndrome after long-term therapy), increased capillary fragility.

Gastrointestinal disorders
Gastrointestinal ulcers, gastrointestinal bleeding, pancreatitis, gastric complaints.

Skin and subcutaneous tissue disorders

Striae rubrae, atrophy, telangiectasia, tnereased—eapitary—fragility; petechiae,
ecchymosis, hypertrichosis, steroid acne,—delayed—wound—healing; rosacea-like
(perioral) dermatitis, changes in skin pigmentation,—hypersensitivity—reactions,—e-g-
Cfegopesban,

Musculoskeletal and connective tissue disorders

Myopathy, muscular atrophy and muscle weakness, osteoporosis (dose-dependent,
possible even with short-term use), aseptic osteonecrosis fhumeral-and-femeral-head);
tendinopathies, tendinitis, tendon rupture, epidural lipomatosis, growth inhibition in
children.

Reproductive system and breast disorders
Impaired sex hormone secretion (resulting in onset of: irregular menstruation and
even amenorrhoea, hirsutism, impotence).

General disorders and administration site conditions
Delayed wound healing.
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