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

I7'wo WniIn
Norditropin 10mg - somatropin 6.7mg\ml
Norditropin 15mg - somatropin 10mg\ml
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Children:

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

. 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.

. 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

Adults and Children

Pancreatitis

Although rare, pancreatitis should be considered in somatropin-treated patients who develop
abdominal pain, especially in children.

Excipients
Norditropin contains less than 1 mmol sodium (23 mqg) per 1.5 ml, that is to say essentially ‘sodium-
free'.

4.8 Undesirable effects




Clinical trial experience:

System organ Very common | Common Uncommon Rare
classes (= 1/10) (= 1/100 to (= 1/1,000 to (= 1/10,000 to
<1/10) < 1/100) < 1/1,000)
Metabolism and In adults
nutrition disorders Diabetes
mellitus type 2
Nervous system In adults In adults carpal
disorders headache and tunnel
paraesthesia syndrome. In
children
headache
Skin and In adults In children rash
subcutaneous pruritus
tissue disorders
Musculoskeletal In adults In adults muscle | In children
connective tissue arthralgia, joint | stiffness arthralgia and
disorders stiffness and myalgia
myalgia
Reproductive system In adults and
and breast disorders children
Gynecomastia
General disorders | In adults In adults and In children
and administration | peripheral children peripheral
site conditions oedema (see injection site oedema
text above) pain. In children
injection site
reaction
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