
SORAFECARE
For the use of a Registered Medical Practitioner or a Hospital or a Laboratory only
Abbreviated Prescribing information for SORAFECARE (Sorafenib Tablets I.P. 200 mg) [Please refer the complete prescribing information available at www.torrentpharma.com]
PHARMACOLOGICAL PROPERTIES:
Sorafenib is a multikinase inhibitor that decreases tumour cell proliferation in vitro. Sorafenib inhibits tumour growth of a broad spectrum of human tumour xenografts in athymic mice accompanied by a reduction of tumour angiogenesis. Sorafenib inhibits the activity of targets present in the tumour cell (CRAF, BRAF, V600E BRAF, c-KIT, and FLT-3) and in the tumour vasculature (CRAF, VEGFR-2, VEGFR-3, and PDGFR-ß). RAF kinases are serine/threonine kinases, whereas c-KIT, FLT-3, VEGFR-2, VEGFR-3, and PDGFR-ß are receptor tyrosine kinases. 
INDICATIONS: 
It is indicated for the treatment of
· Patients with advanced renal cell carcinoma
· For hepatocellular Carcinoma
· For the treatment of patients with locally advanced or metastatic differentiated thyroid carcinoma refractory to radioactive iodine.
DOSAGE AND ADMINISTRATION: Dosage: As directed by the Physician.
CONTRAINDICATION: Hypersensitivity to the active substance or to any of the excipients listed 
WARNINSGS & PRECAUTION: Dermatological toxicities: Hand foot skin reaction (palmar-plantar erythrodysaesthesia) and rash represent the most common adverse drug reactions with Sorafenib. Hypertension: An increased incidence of arterial hypertension was observed in sorafenib-treated patients. Aneurysms and artery dissections:  The use of VEGF pathway inhibitors in patients with or without hypertension may promote the formation of aneurysms and/or artery dissections. Hypoglycaemia: Decreases in blood glucose, Haemorrhage, Cardiac ischaemia and/or infarction, QT interval prolongation, gastrointestinal perforation, Hepatic impairment, Warfarin co-administration, wound healing complications, Elderly population
DRUG INTERACTIONS: Inducers of metabolic enzymes:  rifampicin, phenytoin, carbamazepine, phenobarbital, and dexamethasone) CYP3A4 inhibitors: clinical pharmacokinetic interactions of sorafenib with CYP3A4 inhibitors are unlikely. CYP2B6, CYP2C8 and CYP2C9 substrates: sorafenib at the recommended dose of 400 mg twice daily may not be an in vivo inhibitor of CYP2B6 or CYP2C8. CYP3A4, CYP2D6 and CYP2C19 substrates: sorafenib is neither an inhibitor nor an inducer of these cytochrome P450 isoenzymes. UGT1A1 and UGT1A9 substrates; In vitro, sorafenib inhibited glucuronidation via UGT1A1 and UGT1A9. In vitro studies of CYP enzyme induction, P-gp-substrates, Combination with other anti-neoplastic agents, Paclitaxel/carboplatin, Capecitabine, Doxorubicin/Irinotecan, Docetaxel, and Combination with other agents [refer Prescribing information for more details]	
ADVERSE REACTIONS: infection, folliculitis, lymphopenia, leucopenia, neutropenia anaemia, thrombocytopenia, hypersensitivity reactions (including skin reactions and urticaria) 
Anaphylactic reaction, angioedema, peripheral sensory neuropathy dysgeusia, reversible posterior leukoencephalopathy* congestive heart failure* myocardial ischaemia and infarction*Interstitial lung disease-like events* (pneumonitis, radiation pneumonitis, acute respiratory distress, etc.) stomatitis (including dry mouth and glossodynia) dyspepsia  dysphagia , pancreatitis gastritis gastrointestinal perforations*, keratoacanthoma/ squamous cell cancer of the skin  dermatitis exfoliative  acne  skin desquamation  hyperkeratosis radiation recall dermatitis  ,Stevens-Johnson syndrome ,leucocytoclastic vasculitis, toxic epidermal necrolysis* , asthenia  influenza like illness, mucosal inflammation, transient increase in blood alkaline phosphatase, INR abnormal, prothrombin level abnormal 
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