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Somatuline® Autogel® 60 mg 3" 60 H'MIN PPRIWRD
Somatuline® Autogel® 90 mg 3% 90 H AN PRIwRD
Somatuline® Autogel® 120 mg 3" 120 B'3 IR Poune

Solution for injection in a pre-filled syringe

Somatuline® Autogel® 60 mg:
Each pre-filled syringe contains 60 mg of lanreotide (as acetate)

Somatuline® Autogel® 90 mg:
Each pre-filled syringe contains 90 mg of lanreotide (as acetate)

Somatuline® Autogel® 120 mg:
Each pre-filled syringe contains 120 mg of lanreotide (as acetate)

Each pre-filled syringe contains a supersaturated solution of lanreotide acetate corresponding to
0.246 mg lanreotide base/mg of solution, which ensures an actual injection dose of 60 mg, 90 mg or
120 mg.

NN NPNNT

Somatuline autogel is indicated for the treatment of individuals with acromegaly when the
circulating levels of Growth Hormone (GH) and/or insulin like growth factor-1 (IGF-1) remain
abnormal after surgery and/or radiotherapy, or in patients who otherwise require medical treatmfent.
The goal of treatment in acromegaly is to reduce GH and IGF-1 levels and where possible to
normalize these values.

Somatuline autogel is also indicated for the treatment of symptoms associated with neuroendocrine
(particularly carcinoid) tumors.

Somatuline autogel is also indicated for the treatment of grade 1 and a subset of grade 2 (Ki67 index
up to 10%) gastroenteropancreatic neuroendocrine tumors (GEP-NETS) of midgut, pancreatic or
unknown origin where hindgut sites of origin have been excluded, in adult patients with unresectable
locally advanced or metastatic disease.
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4.4 Special warnings and precautions for use

L]

= Slight decreases in thyroid function have been seen... Thyroid function tests should be done where
clinically indicated.

[...]
4.5 Interaction with other medicinal products and other forms of interaction

The pharmacological gastrointestinal effects of lanreotide may result in the reduction
of the intestinal absorption of co-administered drugs including cyclosporin.
Concomitant administration of cyclosporin with lanreotide may decrease the relative

bioavailability of cyclosporin and therefore may necessitate the adjustment of cyclosporin dose to
maintain therapeutic levels.

[...]
Since it cannot be excluded that lanreotide may have this effect, other drugs mainly metabolized by

CYP3A4 and which have a low therapeutic index (e.g. quinidine, terfenadine) should therefore be
used with caution.

[...]

4.7 Effects on ability to drive and use machines

Somatuline Autogel has minor or moderate influence on the ability to drive and use machines.

[..]

4.8 Undesirable effects

[...]
System organ Very common Common (>1/100 | Uncommon Post-marketing
class (=1/10) to <1/10) (=1/1,000 to safety experience
<1/100) (frequency not
known)
Infections and Injection site
infestations abscess
Hepatobiliary Cholelithiasis Biliary dilatation* Cholecystitis
disorders
[---]

6.5 Nature and contents of container

Somatuline Autogel is supplied in a pre-filled syringe (polypropylene), fitted with an automatic

safety system with a plunger stopper (bromobutyl rubber) and a needle (stainless steel) covered by a
plastic cap.

Each ready to use pre-filled syringe is place into a plastic tray and packed in a laminated pouch and a
cardboard box.
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