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Pigray 50 mgq film coated tablets
nivixn ni'2av a"n 50 mpo

Pigray 150 mgq film coated tablets
nivixn ni'7av 1"n 150 "po

Pigray 200 mg film coated tablets
nIvIXN NI'72av 2"n 200 "p'o
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PIQRAY is indicated in combination with fulvestrant for the treatment of postmenopausal women,
and men, with hormone receptor (HR)-positive, human epidermal growth factor receptor 2 (HER2)-
negative, PIK3CAmutated, advanced or metastatic breast cancer following progression on or after an
endocrine-based regimen
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7 WARNINGS AND PRECAUTIONS

7.3 Hyperglycemia

Before initiating treatment with PIQRAY, test fasting plasma glucose (FPG), HbAlc,

and optimize blood glucose. After initiating treatment with PIQEAY, monitor fasting

glucose (FPG or fasting blood glucose) at least once every week for the first 2 weeks,

then at least once every 4 weeks, and as clinically indicated.
MMonitor HbAlc every 3 months and as clinically indicated. Monitor fasting glucose more
frequently for the first few weeks during treatment with PIQEAY in patients with risk factors

for hyperglveemia such as obesity (BMI = 307, elevated FPG, HbAlc at the upper limit of
normal or above, use of concomitant systemic corticosteroids, or age = 73, [see Use in Specific
Populations (8.3)].

9 DRUG INTERACTIONS

9.1 Effect of Other Drugs on PIQRAY
CYP3A4 Inducer

Coadministration of PIQRAY with a strong CYP3A4 inducer decreasesmaydeerease glpelisib
concentration [see Clinical Pharmacology (13.3)], which may reducedeesease glpelisib
efficacvaetivity. Avold concomitant useeeadsyinistration of PJEQR;*‘-\.—Tk—ﬂ—rﬂa—stmng CYP3A4

inducers and consider an alternative concomitant drug with no or minimal potential to induce
CYP3A4.
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