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Caprelsa is indicated for the treatment of aggressive and symptomatic medullary thyroid cancer
(MTC) in patients with unresectable locally advanced or metastatic disease.

For patients in whom Rearranged during Transfection (RET) mutation is not known or is negative,
a possible lower benefit should be taken into account befare individual treatment decision.
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4.4. Special warnings and precautions for use

e;ythfeéysaesehesm—syﬂd-remeSCARs mcludmg toxic epldermal necrolysis ( TEN] and Stevens-
Johnson syndrome (SJS), which can be life-threatening or fatal, have been ebserved-reported in
patients who -have receivedassociation with vandetanib treatment. At the time of prescription

patients should be advised of the signs and symptoms and monitored closely for skin reactions.
For suspected SJS or TEN. vandetanib should be withheld and the patient should be referred to a
specialised unit for assessment and treatment. If SJS or TEN is confirmed. vandetanib should be
permanently discontinued and an alternative treatment considered (as appropriate).

Photosen51t1v1tv reactlons have been observed in patients who have received Yﬂdﬁ!@m]&

Care should be taken with sun exposure by wearing protective clothing and /or sunscreen due to
the potential risk of phototoxicity reactions associated with yandetanib treatment.

-Mild to moderate skin reactions can be managed by symptomatic treatment. or by dose
reduction or interruption.
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Tabulated list of adverse reactions

The following adverse reactions have been identified in clinical studies with patients receiving
vandetanib as treatment for MTC and in post-marketing setting. Their frequency is presented in
Table 1, adverse reactions using Council for International Organizations of Medical Sciences
(CIOMS III), listed by MedDRA System Organ Class (SOC) and at the preferred term level and
then by frequency classification. Frequencies of occurrence of undesirable effects are defined as:
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) and not known (cannot be estlmated from the
available data).

Gemomenoe spesen

Table 1 Adverse reactions and system organ class

System Very common Common Uncommon |Not known

Organ Class

Skin and Photosensitivity | Palmar-plantar Bullous Stevens-

subcutaneous | reaction, rash and |erythrodysaesthiesi | dermatitis Johnson

tissue other skin a syndrome, syndrome /

disorders reactions alopecia Toxic
(including acne, epidermal
dry skin, necrolysis
dermatitis, (==
pruritus), nail erythema
disorders multiforme

*** See section 4.4

Description of selected adverse reactions

Events such as JTorsades de pointes, Stevens-Johnson syndrome-ervthema multiforme;

interstitial lung disease (sometimes fatal) and PRES (RPLS) have occurred in patients treated
with yandetanib monotherapy. It is expected that these would be uncommon adverse reactions in

patients receiving vandetanib for MTC.
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.(erythema multiforme)
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