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Norditropin® 10mg/1.5ml- NordiFlex®
Norditropin® 15mg/1.5ml- NordiFlex®

6.7 mg/ml somatropin  Norditropin 10mg :2*wann 7w 1'yon ninn
10 mg/ml somatropin  Norditropin 15mg :'wsna 7w 'yon ninn
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4.1 Therapeutic indications

Children:

o Short stature due to inadequate or failed secretion of pituitary growth hormone

or Turner's

o 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:
e 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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Special warnings and precautions for use

Children treated with somatropin should be regularly assessed by a specialist in
child growth. Somatropin treatment should always be instigated by a physician with
special knowledge of growth hormone insufficiency and its treatment. This is true
also for the management of Turner syndrome, chronic renal disease, SGA, and
Noonan syndrome. Data of final adult height following the use of Norditropin® are
limited for children with Noonan Syndrome and are not available for children with
chronic renal disease.

Scaoliosis

Scoliosis is known to be more frequent in some of the patient groups treated with
somatropin for example Turner syndrome and Noonan syndrome. In addition, rapid
growth in any child can cause progression of scoliosis. Somatropin has not been
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shown to increase the incidence or severity of scoliosis. Signs of scoliosis should be
monitored during treatment.

Slipped capital femoral epiphysis

In patients with endocrine disorders, including growth hormone deficiency, slipped
epiphyses of the hip may occur more frequently than in the general population. A
patient treated with somatropin who develops a limp or complains of hip or knee
pain should be evaluated by a physician.

6.4 Special precautions for storage
Do not store close to any cooling elements.
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