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Therapeutic indication:

Children:

Short stature due to inadequate or failed secretion of pituitary growth hormone or Turner's
syndrome.

Short stature in children with renal insufficiency.

Growth disturbance (current height SDS < -2.5 and parental adjusted height SDS < -1) in
short children born small for gestational age (SGA), with a birth weight and/or length below -
2 SD, who failed to show catch-up growth (HV SDS < 0 during the last year) by 4 years of
age or later.

Children with short stature associated with Noonan-Syndrome.

Adults:

Treatment of adults with Hypothalamic-pituitary disease resulting from organic disease or
pituitary tumours treated medically surgically or radiotherapy or patients with childhood onset
of G.H. deficiency.

Active ingredient: SOMATROPIN 10 mg/1.5 ml, SOMATROPIN 10 mg/ 1 ml
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4.4 Special warnings and precautions for use
Acute adrenal insufficiency
Introduction of somatropin treatment may result in inhibition of 11fHSD-1 and reduced serum
cortisol concentrations. In patients treated with somatropin, previously undiagnosed central
(secondary) hypoadrenalism may be unmasked and glucocorticoid replacement may be required. In
addition, patients treated with glucocorticoid replacement therapy for previously diagnosed
hypoadrenalism may require an increase in their maintenance or stress doses, following initiation of
somatropin treatment (see section 4.5).

Use with oral oestrogen therapy

If a woman taking somatropin begins oral oestrogen therapy, the dose of somatropin may need to be
increased to maintain the serum IGF-1 levels within the normal age-appropriate range. Conversely, if
a woman on somatropin discontinues oral oestrogen therapy, the dose of somatropin may need to be
reduced to avoid excess of growth hormone and/or side effects (see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

Concomitant treatment with glucocorticoids inhibits the growth-promoting effects of Norditropin.
Patients with ACTH deficiency should have their glucocorticoid replacement therapy carefully
adjusted to avoid any inhibitory effect on growth.

Growth hormone decreases the conversion of cortisone to cortisol and may unmask previously
undiscovered central hypoadrenalism or render low glucocorticoid replacement doses ineffective (see
section 4.4).



In women on oral oestrogen replacement, a higher dose of growth hormone may be required to
achieve the treatment goal (see section 4.4).
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