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Renal cell carcinoma (RCC)

Votrient is indicated in adults for the first line treatment of advanced Renal Cell Carcinoma (RCC)
and for patients who have received prior cytokine therapy for advanced disease.

Soft tissue sarcoma (STS)

Votrient is indicated for the treatment of adult patients with selective subtypes of advanced Soft
Tissue Sarcoma (STS) who have received prior chemotherapy for metastatic disease or who have
progressed within 12 months after (neo) adjuvant therapy.

2wa nin
Pazopanib (as hydrochloride)

WATIN DOPD) MIN'VA VTN [1I2TV D1IANN DII2TYN [707 ,2020 LOIAINA 12TV [21X71 X9N? DI2VN
: (anxa

:N9In? |17V

4.4 Special warnings and precautions for use

Tumour lysis syndrome (TLS)

The occurrence of TLS, including fatal TLS, has been associated with the use of pazopanib (see
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section 4.8). Patients at increased risk of TLS are those with rapidly growing tumours, a high
tumour burden, renal dysfunction, or dehydration. Preventative measures, such as treatment of
high uric acid levels and intravenous hydration, should be considered prior to initiation of Votrient.
Patients at risk should be closely monitored and treated as clinically indicated.

4.8 Undesirable effects

Table2  Treatment-related adverse reactions reported in RCC studies (n = 1149) or during

post- marketing period

System Organ Frequency Adverse reactions All grades | Grade 3 Grade 4
Class (all grades) n (%) n (%) n (%)
Metabolism and Tumour lysis not known | not known | not known
nutrition Not known syndrome*

disorders

*Treatment-related adverse reaction reported only during the post-marketing period. Frequency
cannot be estimated from the available data.

Table 3

post-marketing period

Treatment-related adverse reactions reported in STS studies (n=382) or during

System Organ Frequency Adverse reactions All grades | Grade 3 Grade 4
Class (all grades) n (%) n (%) n (%)
Metabolism and Tumour lysis not known | not known | not known
nutrition Not known syndrome*

disorders

*Treatment-related adverse reaction reported only during the post-marketing period. Frequency
cannot be estimated from the available data.
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