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HIGHLIGHTS OF PRESCRIBING INFORMATI(

N
‘These highlights do not include all the information needed to use ROSUVASTATIN TABLETS, safely and effectively. See full
S,

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

- DOSAGE FORMS AND STRENGTHS

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

Acute liver failure or decompensated cirrhosis. (4)

RECENT MAJOR CHANGE:
Dosage and Administration Modifications Due to Drug Interactions (2.6)
Gontrandications. Pregnanty and Lactation (4)

Warnings and Precau

Warnings and precautons, Goveomitant Counatin Anllcnaoulams (5.4)
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. As an adjunct to diet to reduce low-density lipoprotein cholesterol (LDL-C) and slow the progression of atherosclerosis in
\

ults.
. n adjunct to diet to reduce LDL-C in adults and pediatric patients aged 8 years and older with heterozygous familial
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« Asanadjunct to dietfor the treatment of adults with:
0 Primary dysbetalipoproteinemia.
o Hypertriglyceridernia.

AGE AND

lowering therapies, or alone f such treatments are unavailabl, to reduce LDL-C in adults
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oS!
Take orally with or without food, at any time of day.

(21)
Assess LDL-C when clinically appropriate, as early as 4 weeks after initating rosuvastatin tablets, and adjust dosage if

necessary. (2.1)
Aduls: Reommenced dosag ang s 50 40 mg noe dzlly @

age,and5 o 20 mg nce dally for paents & aged T yearsand S
Phdiatic Patents wit Fof#
Asi

is 20 mg once dally for patients aged 7 years and older.

1)
t0 10 mg once daily for patients aged 8 to less than 10 years of

(22)
ian Patients Initate at 5 mg ones nany i s and onets o vesent not adequately controlled at doses up to 20

mg once daily. (2.4

Pl i Sere Renal mpaiman (ot o hemodiaysis na a5 mg oncs gl o ot exasd 10 mg nce . (2

8.6)
See full prescribing information for rosuvastatin tablet dosage and administration modifications due to drug interactions. (2.6)

(4)
to rosuvastatin or any excipients in rosuvastatin tablets (4)

WARNINGS AND

« Myopathy and Rhabdomyolysis: Risk factors include age 65 years or greater, uncontrolled hypothyroidism, renal
impairment, concomitant use with certain other drugs, and higher rosuvastatin tablets dosage. Asian patients may be at
higher risk for myopathy. Discontinue rosuvastati tablets if markedly elevated CK levels occur or myopathy is diagnosed

or suspected. Tem

mporaly dscoetinue rosuvastain tablas n patents exprind
cor

tisk of developing renal falure se

iencing an acute or serious condition at high
habdomyalyss.Iform patiens f hefisk of myopathy and rhabdomyolyss

tenderness, or weakness, particularly if accompanied by malaise or fever. (5.1, 7.1,

when starting or increasing rosuvastatin tahlels dosage. Instruct patients to nmmuﬂy rennr\ unexplained muscle pain,
88)

+ Immune-Mediated Necrotizing Myopathy (INM). Rare reports of INNM, an atoimmune myopathy,have been reported
with statin use. Discontinue rosuvastatin tablets if IMNM is suspected. (5.2)
* Hepatic Dysfunction: Increases in serum transaminases have occurred, some persistent. Rare reports of fatal and non-
fatal hepalic filure have ocourred. Consider testing liver enzymes before initating therapy and as clinically indicated

thereafter.

It serious hepatic injury with_dlinical symptoms and/or hyperbilirubinemia or jaundice occurs, promptly
7

discontinue rosuvastatin tablets. (4, 5.3, 8.

- ADVERSE REACTIONS

Most frequent adverse reactions (rate >2%) are headache, nausea, myalgia, asthenia, and constipation. (6.1)
To report SUSPECTED ADVERSE REACTIONS, contact https://umedicalabs.com/Rosuvastatin.html at 1-855-288-577 or FDA at
wiww.fda.gov/medwatch.

1-800-FDA-10:

88 or

DRUG

e ul presring formato for et regrding concomitant us of osastatn tablts ithote crugs that crese the
iy and thabdomyolysis.
Aluminum and Magnesium Hydroxide omnion Antacids: dminister rosuvastatin bt a st 2 hours fer the antci.

ik of myopatt

Viafarin: Obtain INR prior to starting rosuvastatn tablets. Monitor INR frequently unti stable upon ritiation, dose fitrtion or
n. (7.3)

disconinuatio

« Pregnancy: May cause fetal harm. (8.1)
« Lactation: Breastleeding not recommended during treatment with rosuvastatn tablets. (8.2)

USE IN SPECIFIC POPULATIONS

See 17 for PAT

and .
o Revised: 12/2023
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Rosuvastain exposureIs not influenced by mid to moderate renalimpairment (CL, 230 mUmi173 ).
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