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Solution for injection

(N> Drpiwn X7) DM'wONYT [9IX7 DI7VNERDNY [1I7VN [1DTY 72V yT7 Nwpan n"ya 70T 121 1Nan

!7vo in
Norditropin 10 mg: 6.7 mg/ml
Norditropin 15 mg: 10 mg/ml
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Children:

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

o Short stature in children with renal insufficiency.

o 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.

o Children with short stature associated with Noonan syndrome.

Adults:

. Treatment of adults with Hypothalamic-pituitary disease resulting from organic disease or
pituitary tumors treated medically surgically or radiotherapy or patients with childhood
onset of G.H. deficiency.
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4.4 Special warnings and precautions for use

Children

Slipped capital femoral epiphysis and osteonecrosis

In patients with endocrine disorders, including growth hormone deficiency, slipped epiphyses
of the hip may occur more frequently than in the general population. In treatment with growth
hormone during childhood slipped epiphysis of the hip may occur. Osteonecrosis of femoral
head (including Legg-Calvé-Pethes disease) has been reported in patients treated with
somatropin. Children with persistent hip/knee pain and/or limping during treatment with
somatropin should be examined clinically.
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4.8 Undesirable effects

Post-marketing experience:

Musculoskeletal and connective tissue disorders: Osteonecrosis of femoral head and Legg-
Calvé-Perthes disease (paediatric population) (see section 4.4). Legg-Calvé-Perthes
disease may occur more frequently in patients with short stature
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