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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 (height SDS<2.5 and parenteral adjusted height SDS < -1) in short children born SGA
(SGA - small for gestational age i.e. born small in relation to the length of the fetus development) with a birth
weight and/or length < 2 SD who failed to show catch up growth (HV SDS < 0 during the last year) by 4
years of age or later.

Prader willi syndrome for improvement of growth and body composition.

Adults:

For adults who have suffered from growth-hormone deficiency since childhood.

For adults who have aquired growth hormone deficiency due to a pituitary pathology causing hypopituitarism.
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4.8 Undesirable effects

Tabulated list of adverse reactions

Tables 1-6 shows the adverse reactions ranked under headings of System Organ Class and frequency for
children and adults, using the following convention: very common (>1/10); common (>1/100 to < 1/10);
uncommon (>1/1,000 to < 1/100); rare (=1/10,000 to < 1/1,000); very rare (< 1/10,000); not known
(cannot be estimated from the available data) fer-each-ofthe-indicated-conditions:

Table 1: Tabulated list of adverse reactions

System organ Very Common Uncommon Rare Very rare Not known
class common (>1/100 to (=1/1,000 to (>1/10,000 | (<1/10,000) (cannot be
=1/10) <1/10) <1/100) to estimated
<1/1000) from
available
data)
Neoplasms (Children)
benign, Leukaemia®
malignant, and
unspecified
(including cysts
and polyps)
Metabolism and (Adults and
nutrition Children)
disorders Type 2
diabetes
mellitus




Tabulated list of adverse reactions

Tables 1-6 shows the adverse reactions ranked under headings of System Organ Class and frequency for
children and adults, using the following convention: very common (>1/10); common (>1/100 to < 1/10);
uncommon (>1/1,000 to < 1/100); rare (=1/10,000 to < 1/1,000); very rare (< 1/10,000); not known
(cannot be estimated from the available data) fer-each-ofthe-indicated-conditions:

Table 1: Tabulated list of adverse reactions

System organ Very Common Uncommon Rare Very rare Not known
class common (>1/100 to (=1/1,000 to (>1/10,000 | (<1/10,000) (cannot be
=1/10) <1/10) <1/100) to estimated
<1/1000) from
available
data)
Nervous system (Adults) (Children) (Adults)
disorders Paraesthesia* Benign Benign
intracranial intracranial
(Adults) Carpal | hypertension hypertensio
tunnel n
syndrome (Children)
Paraesthesia™
Skin and (Children) (Adults)
subcutaneous Rash**, Rash**,
tissue disorders Pruritus**, Pruritis**,
Urticaria** Urticaria**
Musculoskeletal | (Adults) (Adults) (Children) (Children)
and connective Arthralgia* | Myalgia* Myalgia* Musculosk
tissue disorders eletal
(Adults) stiffness*
Musculoskeleta

I stiffness*

(Children)
Arthralgia*
Reproductive (Adults and
system and breast Children)
disorders Gynaecomastia
General disorders | (Adults) (Children) (Children) (Adults and
and Oedema Injection-site Oedema Children)
administration peripheral | reaction® peripheral* Face
site conditions * oedema*
(Adults)
Injection-si
te reaction®
Investigations (Adults and
Children)
Blood
cortisol
decreased!

* In general, these adverse effects are mild to moderate, arise within the first months of treatment, and subside
spontaneously or with dose-reduction. The incidence of these adverse effects is related to the administered dose, the age
of the patients, and possibly inversely related to the age of the patients at the onset of growth hormone deficiency.

** Adverse Drug Reactions (ADR) identified post-marketing.
$ Transient injection site reactions in children have been reported.
i Clinical significance is unknown
1 Reported in growth hormone deficient children treated with somatropin, but the incidence appears to be similar to that
in children without growth hormone deficiency.
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Leukaemia

Cases of leukaemia (rare-erveryrare) have been reported in children with a GH deficiency,
some of whom were treated with somatropin and included in the post-marketing experience.
However, there is no evidence of an increased risk of leukaemia without predisposition

factors, such as radiation to the brain or head.
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https://israeldrugs.health.gov.il/#!/byDrug
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