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ROSUVASTATIN tablets, for oral use
Initial U.S. Approval: 2003

SAGE FORMS

Tablets: 5 mg, 10 mg, 20 mg, and 40 mg of rosuvastatin. (3)

Acute lver falure or decompensated cirrhosis. (4)
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NINGS

Rosmzstatn ot an HG Go-hredictase o (i) indcta: (1

reduce the risk of stroke, myocardial infarction, and artrial revascularization procedures in adults without established wihen starting or incr
isase hoar a ncreasd ik of cardovasular (CV) disese based o ag, hsCRP 22 molL, and st

coronty hart
Teast one addiional CV risk facto
+ Raanaduncttodet o recuce LG naduts i rmay hyperildema

« Asanadjunctto dietto reduce low-density lipoprotein cholesterol (LDL-C) and slow the progression of atherosclerosis in

dults.

+ Asanadunctto et reduce LOL-C inadus and pditicpatiens aed 8 yearsandoer vith htarozygous famial
)

hypercholesterolemia (HeF
« Asanadjunct o other LDI
and pediatric patents aged 7 years and older with
« Asanadjunctto diet for the treatment of adults with
o Primary dysbetalipoproteinemia.
0 Hypertriglyceridemia.

lowering therapies, or alone if such treatments are unavailabl, to reduce LDL-C in adults
homazygous familal hypercholesterolemia (HoFH).

Myoptty and Rtabdarynhs Rik tators Incute age 68 yers or qoaer, nortoled hypothyrcdian, ol
impairment, concomitant use with c
ighe ik for yopaty. Disconine rosuvasttin taits i ke elovated O Il oot o Myopetty s iagnosed
or suspsctd: Temporarly discontinu rosasttn tblet n patens experiancing a acus o srous condion at High
risk of developing renal failure secondary to rhabdomyolyss.

Teasn rosuastalin abes G0sago. ISUNCE ptent 1o pOMDI 1ep0 wnexpianed Mmusce pain,
tenderess, or weakness, particularly if accompanied by malaise or fever. (3.1, 7.1, 85, 8.6, 8.8)
« Immune-Mediated Necrotizing Myopathy (
with statin use. Discontinue fosuvastatin tablets if IMNM s suspected. (5.2)

other drugs, and higher rosuvastalin tablets dosage. Asian patients may be at
s. Inform patients of the isk of myopathy and rhabdomyolysis

IMNM): Rare reports of IMNM, an autoimmune myopathy, have been reported

= Hepatic Dysfunction: Increases in serum transaminases have occurred, some persistent. Rare reports of fatal and non-

fatal hepatic falure have occurred. Consider testing ver enzymes before initating therapy and as clinically indicated
thereatter. If serious hepatic injury with ciinical symptoms andor hyperbiliubinemia or jaundice occurs, promptly
discontinue rosuvastatin tablets. (4, 5.3, 8.7)

ADVERSE REACTIONS

Most frequent adverse reactions (rate 22%) are headache, nausea, myalgia, asthenia, and constipation. (6.1)

DOSAGE AND
Take orally with or without food, at any time of day. (2.1)

Assess LDL-C when dlinically appropriate, as early as 4 weeks after initiating rosuvastatin tablets, and adjust dosage if

necessar
Aduits: Recommended dosage range is 5 to 40 mg once daily. (2.1)

Pedtic alonts i ot Rcommenced dossge ange s o 0 mg ance dalforpatkentsaged 810 s han 10yessof
T (22) Watarin: Obain INR prior to starting rosuvastain tablets. Monitor INR frequently uniil stable upan initition, dose titratin or
(2.3)

age, and 5to 20 mg once daily for patients aged 10 years and older.

Pedatc Patens i Hoft Recommended dosag is 20 g once dai fo pates aged 7 vears and alder. 2.2)

san ationts nfls at § g onc daly. Gonside rsks ad banais ofretment f
mg once daily.

(24) .
it il Severs Rl Impairnt rot o hemodialysi ntat at g once aly, 6o ot exceed 10 g once dally. 25, +

e ull prescribing information for rosuvastatin tablet dosage and administration modifications due to drug Interactions. (2.6)

To report SUSPECTED ADVERSE REACTIONS, contact Torrent Pharma Inc. at 1-800-912-9561 or FDA at 1-800-FDA-1088 or
W fda.gov/medwatch.

risk of myopathy and thabdomyolysis.

DRUG

See fullprescribing information for details regarding concomitant use of rosuvastatin tablets with other drugs that increase the

(26,7.1)
Aluminum and Magnesium Hydroxide Combination Antacids: Administer rosuvastatin tablets at least 2 hours after the antacid

discontinuation. (i

atdoses upto 20

Pregnancy: May cause fetal harm

17 for PATIENT

JSE IN SPECIFIC.

(@
Lactation: Breastfeeding not recommended during treatment with rosuvastatin tablets. (8.2)
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