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Dosage form and Composition:
Belzutifan 40 mg; film-coated tablets
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von Hippel-Lindau (VHL) disease associated tumours

Welireg is indicated for the treatment of adult patients with von Hippel-Lindau (VHL) disease who require
therapy for VHL associated renal cell carcinoma (RCC), central nervous system (CNS)
hemangioblastomas, or pancreatic neuroendocrine tumours (pNET), and for whom localised procedures
are unsuitable or undesirable.

Advanced Renal Cell Carcinoma (RCC)

Welireg is indicated for the treatment of adult patients with advanced renal cell carcinoma (RCC) with a
clear cell component following a programmed death receptor-1 (PD-1) or programmed death ligand 1
(PD-L1) inhibitor and a vascular endothelial growth factor tyrosine kinase inhibitor (VEGF-TKI).
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4. CLINICAL PARTICULARS
4.8 Undesirable effects

Advanced Renal Cell Carcinoma

Table 3: Adverse reactions in patients treated with belzutifan 120 mg once daily in adult patients with
advanced RCC

System Organ Class All Grades Grade 3-4
Blood and lymphatic disorders
Anemia* Very Common Very Common
Eye disorders
Vision blurred Common Not Known
Visual acuity reduced Common Not Known
Nervous system disorders
Dizziness Very Common Not Known
Headache Very Common Uncommon
Respiratory, thoracic and mediastinal
disorders
Dypsnoea Very Common Common
Hypoxia Very Common Very Common
Gastrointestinal disorders
Nausea Very Common Uncommon
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General disorders and administration
site disorders

Fatigue Very Common Common
Investigations

Alanine aminotransferase increased Very Common Common
Aspartate aminotransferase increased | Very Common Common
Weight Increased Common Common

Musculoskeletal and connective
tissue disorders

Arthralgia Very Common Uncommon
Muscle spasms Common Not Known
Myalgia Common Not Known

*Anaemia includes anaemia and haemoglobin decreased

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Clinical efficacy in adult patients with advanced renal cell carcinoma (RCC) —yT'n [>TIY

5.3 Preclinical safety data

Carcinogenicity

e . ac 1 | | with belzutifan.

No carcinogenic risk was identified with belzutifan in the 26-week transgenic rasH2 mouse and the 2-year rat
carcinogenicity studies at exposures up to 28-fold at 600 mg/kg/day and up to 13-fold at 300/150 mg/kg/day,
respectively, compared to human exposure at the approved dose.
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