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pharmacokinetics of warfarin in healthy subjects. INR and Factor VII activity were also not affected by the co-administration of febuxostat.
Desipramine/CYP2D6 substrates
Febuxostat was shown to be a weak inhibitor of CYP2D6 in vitro. In a study in healthy subjects, 120 mg resulted in a mean 22% increase in AUC of desipramine, a CYP2D6 substrate 
indicating a potential weak inhibitory effect of febuxostat on the CYP2D6 enzyme in vivo. Thus, co-administration of febuxostat with other CYP2D6 substrates is not expected to require 
any dose adjustment for those compounds.
Antacids
Concomitant ingestion of an antacid containing magnesium hydroxide and aluminium hydroxide has been shown to delay absorption of febuxostat (approximately 1 hour) and to cause a 
32% decrease in C , but no significant change in AUC was observed. Therefore, febuxostat may be taken without regard to antacid use.max

Pregnancy and Lactation 
Pregnancy 
Febuxostat should not be used during pregnancy. 
Lactation
Febuxostat should not be used while breast-feeding.
Effects on ability to drive and use machines
Somnolence, dizziness, paraesthesia and blurred vision have been reported with the use of Febuxostat. Patients should exercise caution before driving, using machinery or participating 
in dangerous activities until they are reasonably certain that Febuxostat does not adversely affect performance.
Undesirable effects
Common: Headache, Diarrhea, Nausea, Rash, LFT Abnormalities.
Uncommon: Blood amylase increase, platelet count decrease, blood creatinine increase, hemoglobin decrease, blood urea increase , LOH increase, triglycerides increase, dizziness, 
paraesthesia, somnolence, altered taste, abdominal pain, gastro-oesophageal reflux disease, vomiting, dry mouth, dyspepsia, constipation, frequent stools, flatulence, gastrointestinal 
discomfort, nephrolith1asis, hematuria, pollakiuria, dermatitis, urticaria, pruritus, arthralgia, arthritis, myalgia, muscle cramp, musculoskeletal pain, weight increase, increased appetite, 
hypertension, flushing, hot flush, fatigue, edema, influenza like symptoms, libido decreased. 
Rare: Palpitations, renal insufficiency, asthenia, thirst, nervousness, insomnia. 
Overdose:
Patients with an overdose should be managed by symptomatic and supportive care.
Shelf life:  36 months from the date of manufacture.
Special precautions for storage

0Store in a cool dry place, below 30 C, protected from direct sunlight.
Keep all medicines out of reach of children.
Presentation
Blisters pack of 1 x 10's in a Unit box
Manufactured By:

Ref: Lf /DL/ Goutstat/01                                                                                                                                                                                                 Date of issue: August 2016


	Page 1
	Page 2

