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HIGHLIGHTS OF PRESCRIBING INFORMATION

These hlnhll\]hls do not include all the information needed to use ROSUVASTATIN TABLETS, safely and effectively. See full

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

REGENT MAJOR CHANGES
Indications and Usage (1) 07/2024
Dosage and Administration,
Dosage Modiications Due to Drug nteracions (25) 042026
AND U

Actte liver failure or decompensated cirthosis. (4)
Hypersensitivity 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 dosa

ge. Asian patients may be at

higher risk for myopathy. Discontinue rosuvastatin tablets if markedly elevated CK levels occur or myopathy is diagnosed
h

or suspected. Temporarily discontinue rosuvastatin tablets in

atients experiencing an acute or serious condition at hig

sk ofdeloping el faur secondary tothabdomyolysi. Inform patentsofherisk of myapthy and rhabdomyolsis

SAGE
Rosuvastati tbleis an HNIG Co-A reductase inhiitor (statn) indicted: (1)
To reduce the risk of major adverse cardiovascular (CV) events
or an arterial revascularization procedure) in adults at increased risk fo

0 Asan adjunct to diet and exercise to reduce Iuw density lipoprotein chﬂlesteru\ (LDL-C): .
rolemi

o in adults with primary hypercholesterol
2 siow the progecsion of ahercscercls I s

o inadults and pediatric patients aged 8 years and older with heterozygous familial hypercholesterolemia 1HeFH)
0 in adults and pediatric patients aged 7 years and older with homozygous familial

« Asan adjunct to diet for the treatment of adults with:
o Primary dysbetalipoproteinemia.
o Hypertrigiyceridemia.

(CV death, nunfalal ‘myocardial infarction, nonfatal stroke,
rCV eve

Hepatic Dysfunctior

thereafter. I seriou
discontinue rosuvastatin tabls. (:

when starting or increasing rosuvastatin tablets dosage. Instruct patients to promptly report unexplained muscle pain,
tenderness, or weakness, particularly if accompanied by malaise or fever. (5.1)
« Immune-Mediated Necrotizing Myopathy (IMNM): Rare reports of IMNM, an autoimmune myopathy, have been reported
with statin use. Discontinue rosuvastatin tablets if IMNM is suspected. (5.2)
Increases in serum transaminases have occurred, some persistent. Rare reports of fatal and non-
fatal hepatic failure have ocourred. Consider testing liver enzymes before initiating therapy and as clnically indicated
s hepatic injury with clinical symptoms and/or hyperbilirubinemia or jaundice occurs, promptly
(2.3)

ADVERSE REACTIONS

Most frequent adverse reactions (rate >2%) are headache, nausea, myalgia, asthenia, and constipation. (6.1)

FDA-1088 or

DOSAGE AND
Take maHy with or without food, at any time of day.

necessaw (21)

Adults: Recommended dosage range is 5 to 40 mg once daily.
Pediatric Patients with HeFH. Recor

age, and 5 to 20 mg once daily for patients aged 10 years and older.
Pediatric Patients with HofH: Recol

20 mg once d
Patie

aily. (2.4) .
ot ith Sovete Aenal Impairmnt (noton hemdaysis) ntate at o once iy o ot xceet 10 m ance iy, (25) -
Se ful prescribing information for rosuvastatin tablet dosage and administration modifications due to drug interactions. (2.6)

DOSAGE FORMS AND STRENGTHS -
Tablets: 5 mg, 10 mg, 20 mg, and 40 mg of osuastatn. (3)

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

(22)
mmended dosage range is 5 o 10 mg once daily for patients aged 8 to less than 10 years of

T
# Recommended dosage i 20 mg one daily for patients aged 7 years and older. (2.3)
Asian Patients: Iniiate at 5 mg once daily. Consider risks and benefits of treatment if not adequately controlled at dosages up to

To report SUSPECTED ADVERSE REACTIONS, contact Umedica Laboratories USA Inc. at 1-855-288-5777 or FDA at 1-800-
www.fda. gov/medwatch.

tisk of myopathy and rhabdomyolysis.

in:
discontinuation. (Z.3)

DRUG

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

Aluminum and Magnesium Hydroxide Cormbination Antacids: Adrminister rosuvastati tablts at least 2 hours before the antacid.

(7.2)

Obtain INR prior to starting rosuvastatin tablets. Monitor INR frequently until stable upon initiation, dose fitration or

- USE IN SPECIFIC POPULATIONS -

Pregnancy: May cause fetal harm. (1)
Lactation: Breastfeeding not recommended during treatment with rosuvastatin tablets. (8.2)
See 17 for PATIENT COUNSELING INFORMATION and FDA-approved patient labeling.

Revised: 05/2026
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85 Renal Imp:
Rosuvastatin exposure is not nfuenced by mild to moderate enal impairment (CL, 30 mUmin/173 )
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Protinura and Homaturia (so¢ Wamings and Precautions 5.4)] GinialEcis): | and thabdomyoyss
Increases see Torfunomide 10 OVERDOSAGE
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e clemica tame for roswasay clcium USP i -t 3o, 46 ooy 61 ettt
2-{methyl{methyisulfony) aminol-S-pyrimidinyl-3 5-dihyoroxy-, calcium salt (2:1), (3R.5,6E) with ihe.
following structuralformule:

T el frmut o soswasatincalcium USP s (C.H,FLGS) s a1 te ol weght s 1,001 14
in calium USP s a White o almost white, higroscopi povter that i fe e in methyiene
chionide, lghtly Soub in Wlar practcally InSobl 1 ny10Us smanm Rosuvasmm calcium is a
yarophiic compound with a parion coefcent octanolavater) oot
flecusiin ol USP for ol s cora s mg (equialent 105.2 mg.
8 o Tasaasa oy an e Glowiy rare mquﬂwnls crospovidone USP.
romeloss USP. ron arde 156 . actose mononycrate USP, magnesium Sarte USP. mirocnstling
celulose USP, sodium bicarbonate poider N, anium cioide USF, racetn USP.
12 CLINICAL PHARMACOLOGY
2.1 Meshanism of Action
Rosuatatn tablfs is an nhbior of HNIG-CoA reductase, th rate-imiing enzyme that converts 3-hydroxy-3-
methyigutary coenzyme A to mevalonate a precursor of hoestrol
122 Phamacodynamics.
Iniition o HG-Co eutase by rosastat ssclrtes e xpresion of DL seceprs. flaued by he
uptake of LDL-C from blood to the verleaing to @ decrease in pasma LDL-C and tolal cholesterol. Sustined
mmhmun o chlegres syhes 1 hs et 4. deceses g f er ow-dly [poprias. Toe

123 Plamaroneics

Jinical s, pek 3105
tollowing oral dosing, Both C..: 53 n POt proprion s oSSt its dose. The
o oA sy 1 oS aSain S el 20%. o A o1 ANt o ok Ot cing
evening or morming drug administraton.

Eftctof food
Adminstaton of rosuvastati tablts with f00d id ot affct the AUG of rosuvastatin

Mean volume of disrbution at steady-tate of rosuvastatin i approximately 134 Iers. Rosuwastatin i 88%
bound o pz i ty aloumin,

Figure 1. Time o First Occurrence of Major OV Events n JUPITER
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20mg | Bottl of 30 tablets | NDC 60290-045-01 | Pik, round, iconvex. fim coated tabets
Bottle of 80 zblts | NDC 60290-046-02 dehnsseﬂ\wm 20" on one sde and plain on

Botle of 500 tables | NDC 60290-045-03

NDC 60290-045-04

Botle of 1000 tabet | NDC 60290-045-05

40mg | Bottlof 30 taDlts | NDC 60290-046-01 | Pink, oval bconvex. fim-coated tabits debossed
Bottle of 90 ablts | NDC 60290-046-02 | with“R40" on one ice and plain on ifer side

NDC 60260-046-03

Bister

unit-dose ablels | NDC 60290-046-04

Botte of 100 tabets | NDC 60290-046-05.

Bottle of 500 fablsls

15°C ang

30°C (59°F and 86°F) [see USP Gontroled Room Temperature. Potec from maisture,

Figue 3.
reduced the sk of noniatal myocardil narcion, roni ok, and arsa Tevasclt salion procees,
e placebo groups for desth

e o O causs ot hospialationsfor unstane angins.
nonfatl events

the rsk of stroke (6 fatal events and 8 noriata evens in placebo-teated subjects vs. 3 fatal evens and 30
nonfata events n osuvastatin tabet-{rated Subjcts).

p s of AUPITER sl (st 125, lacebo80) it a 1SCP 32

and no oter radtonal sk factrs (smoking, 8P 2140130 o taking aninypertensives, ow HDL-C)
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Figure 2. Major CV Events by Treatment Group in JUPITER

17 PATIENT

Myopathy and Rhabiomyolysis

Inf

is also Increased when taking certain types of medication and they should discuss all medication. both

prescription and over-the-counte, it iheir healthcare provider_ Instruct patints 1o promply report any.

unexplained muscle pain, tendernes or weakness particulrly if accompanied by malase o fever [see
and Duug Interactions {7 1]

hoatcDstncion
Inform patiens that rosuvastatn tables may cause Iver enzyme elevations and possily e falure, Advise
BT 0 BrOMDAy 50 AUR aoros, 1T U AT oM rk Uit or BN [50¢

At one yea, roswstatin blts incressed HDL'C nd rduced LOLC, G, ot chlesterol and serum
0001 for al versus placebo)

Elminaton
Metabolsm
Roswastatn i 1ot extensvly metavolzed: pproximately 10% of s adoabeled duse i ecovaeg as
metabolite. The major melabolie i N-desimetyl rosuvastatin, uhich i formed princially by cytoc
509:3nd 1 o sules Nave demanirated Dt -gesmeny] oAt 15 orouas ot o o
faf fe WG Cok reductase bty aciy o ho et co oratr thn S0% of aihe
e o et by Sy o b e Pt com
Bcrtion

wastatinand s metabol excretedin the eces (80%). Ater an
intravenous dose, approximtely 28% dy clearance as i he renal roue, and 72% by the hepati
oute. The emination hal-feof osuvastatn s pproximately 19 hous.

Geriatic Patients
There were no diferences in plasma concentrations of rosuvastatin between the nonelderly and elderly
popuations (age 265 years).

Pedatric Patients

' population pharmacokinetic analysis o two pediatic tal involving patets with HeFH 1010 17 years of
age and 8 017 years of age, respectvely, rosuvastatn exposure appeared comparable fo of lower than
fosuvastatn exposure nadultptients.

Male and Fomal Patints

Primay Hypercholesterolemia i Adults
Rosastaln sl o T4, LOLC, A0, nomHOL-C,and T6,nd ceses HOLC, i sl ptins
with hypercholesterolemia and mied dysipidem

trolemi, rosuvastatin

Increases in HoATc and Fasting Serum Glucose Level
o ptnt that nceaes 1 HBAIE ad faig srum gicose il ay o6cr i rouvtath ablts.
Encourage patients 10 optimize Ifestyle measures, including regular exercie, maintaining a healthy body
weigh,and making heakhy 004 choices [see Warniigs and Precautons (5.5)1

Pragnancy

drisepatents

10 inform thei
be discontinued [see Lse n Speciic Populations (8.1)]

Lacation

Advise patients that breasteeding during freatment with rosuvastatn tablts i not recommended [see Lse in
S s (02

Concomitant Use of Antci

it takng st bt vith n aaminum and magnesium tyerovide combinaton anacd,adminiser
theantacc, )

oyl
W dose s la i patans o 1 ke an e goss. st e h usal cheul. (s o 2
i

n 3 mulicener, double-bind mu::nmnmmum stusy n ptts i
ma) for reduced Toak-C, LDLC, non-HDL-C,

R o 1 S e ek 101
Table 10: Lipidmadiying Efetof osuuastali Tablets in Adl Patens with Hyporchleserlemia
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Dose W[ tomic [ e [onHoLc] apos 16 [ Hoc
Plcebo 3 5 7 7 ) 3 3
Roswvastatin RN £ 3 E3 3
ablels 5 mg

osuvasttin RS Ea T ED 0
bets 10mg

osuvastatin RS ] Ea g B
fablets 20 mg

osuvastain W | @ | & w0 | o Ea o
fabets 40 mg

Manufacturd by
Umedica Laboratoris P Lt.
Vapi,Gujarat 39615, Incia.

Distibuted

USAIne.

Umedica Laborat
Parsippany. hJ, 07054
Productof India
R 05126, V01

PATIENT INFORMATION
ROSUVASTATIN roe 500" va sat in)
tablets, USP for oral use

Far i Gops
pulation pharmacokinetc analyss revealed no clncally

W pravasatin) in a multcenter,

St doo Tanma sty o 50 b i nypevcnu\ssmm\em\a or mixed dyslipidemia. Afer

rEndomzsin, patent ver st for & wesls wih & il dly dose of sivr osuvstn (et
1),

Wi, Hopani o Lo o iy, Bk or o Car e groups. Hovewr, pharmacokinae s,
inluing ane contctd U dmorsttad i o 210 sl n mean s
(AUC it won Campars it Wte Sonrol
et A e i

Mid to moderate renal impaiment (CL, m) had no ifluence on plasma concenrations of
oSt Foar DA CopoenzI0n o oS a1 SRR OIS, S b0
500 I pients i sewr foraimpimer (L, <20 L/mivA.73 )t b oy comard
vith healthy Subjects (CL, >80 ml

Pmm withHepatc Impaiment

I el win ol o A, - 4 AL e g B .y o comprd
i patents i norraler frc o e Wi PO B Bcwn 0 a0 FUC i e
1%, respectively, compared with patients with norma ver function

Rosuvastatin clearance is not dependent on metabolism by cytochrome P450 3A4 to a clinially signficant
extent
osuastai is a substrate fo certain transportr protens incluing the hepati uptake transporter organic

anion-ransporting polyprotei 181 (OATPTB) and effu transporter bresst cancer resistance protein (BCRP).
Concomart amittston of oswata it i mediatns hat e s o s atsportr

pravasatn (Figure 3 and
ﬂuuus Pt LOL g by Do of st T Marastat,Simasiatn, and ravstan
ek Rl Paliens i Hpeiesrsemia o Wcd G pdam

imiastan  Pravstan
W20 m 102 4

sl 0 20 0 1070 80

Porcant change from
basalne n LOLC

Boxltarea eprsaaton o 20, S0 41 75l e, Wi KOs s e 100
10500 el e, Mo s O, 101

: Preant Change [n LDLI by Dose of L — Simvastat, nd
Fravasain b 5osl (S Moar) n A pationts w

Fead Ths Patont oTaon, carsuly e ou Sttt Fosuiastath, it d ad e you gt 3
el If you have ar fons about rosuvastatin tablets, ask your healthcare provider. Only your
et romie 5 dsn | esaSai el r Tt o o

Wiratare rosuvastatin tablets?
Rosuvastatn tabets are 2 prescription medicine that contans a cholesteral-lowering mediine called
fosivastain

Rosuvastain tablets are sed:

disease, heart attack,stoke, o th need fo procedures 1o improve blood flow 1o the heart called
areral evascularizatin, in aduls at increased sk for these evens.
exercse to lower the level of ow-densiy ipoproein (LDL-C) choesterol or

o inadults with primary hypeccholesterolemia

o0 o e bl st () thvalol b sl it
terorygous

Tigh leves o LDLC).

o inadult and ch
o o et cotavon e s in o8,
along with diet or th treatment o
o phman e pom e n shethed condion ht cases igh vl of chlstero
nda)
ighceridemia
I 0t Knoun 1 ettt ar sfo an fecive i e yaungr tan s of s v

o) HaFi o Ehldren younger tha 7 yeas of 308 wth HoFH ar Iy Ghlran with oiher ypes of
o . ossorte. o 1 s o s b )
o S er e i 1) iy 5 0 sl i posna E—r— s o s v et e
: Tt Tom Timg W Wy < ravbe ot - . on o ndf e
— T T CL 2 s SVl St o 1y f e s R S, S 0 f 5 s
Horssin = = £ g
e you ke osvastin s, yon Belbare o ot oy modial ondons.
s Wit = = E ) g 1y " ” "
adnisiend D) vt ) T w0 = e Unrtanad st s o s,

Dose (mg)” hange in AUG | Change inC...

* Coresponding standard ertors are approsimately 1,00,

Sofosbuvivepatasigioxiaprev (400 mg/100mg/ |10 mg,single
dose

73w e |
100 mg) + Voxlaprvir (100 mg) once dai for (668108.18)" | (16231021 96
15 days

mare than atorvastatin 10 mg; pavastatn 10 mg, 20
o 50340 mg, simastan 0. 20 . and 40 g, (<D002)

pravestatin

Cplospone - dos rurea 15200 | 0 mg.00r | 77 "
80 - ’ 106

5 mg singe dose | 52

Darolutamide 600 mg BID, 5 days

¢ on
02)
ot bt 40 ma et LDL snicaty more tan toasatn 4 mo: rvastn 40 mo:
simiastain 40 mg, and 80 mg. (p<0.002)

Belumosudi 200 mg D, 8 days 10mg, singe dose| 462" 359

on 2 separate days|

Infh MessringEfects o i Meda Ticnes. an xlation e

K ey s
have or have had e
ko han 2 e of s iy
v 1 s

of Asian descen
e pragant o K you may be progan, o are plnin f besam pragrant. 1 you bcame
preguant whie aking rosuvastatin tablets, cill your healthcare provider right away to discuss your
fosuvastain fablels reatment.
. Tak o your

e rovar Aot e Bt w1 e sou by 1 7ou s Femiin e Do o1

it i el LELLG, o 58 (- aminham p £10% ovr Yo o ot catary

Tell your healthcare provider about all the medicines you take, including prescripton and over-the-
counter medicines, vitamins, and herbal supplements. Tell your healthcare provider who prescribes.
fosuvastatin tabet if another healthcare provider increases the dose of another medicine you are taking
Rosuvastatin tablels may affect he way other medicines work, and other medicines may affect how
osivastatin tables works.

Regorafenit 160 mg 0D, 14 days 5 mg.singe dose | 38 I anny ase i i sueinical oo s aviancd by o niat el s (T
— this doubl-bind. placebo-controled clinical sudy 984 adult patients were randomized (of whom

Enasiden 100 mg OD, 28 days 10 mg,singe dose | 3. 466" analyzed) in 3 52 o o vusuwsmmtzmﬂsmmqorp\usboumedaw umsomwmsonnuammwaus

‘azanavironasi combination 300 mg/100 mg €D | 10 mg ar 7

8 days

Simeprevi 150 mg 00, 7 days Omg.snge |28 |37
dose 3w34’ |@6r3s)

27 32

Momelotinl 200 mg 0D, 5 days. 10 mg, single
dose

Velpatasir 100 mg once dally 10 mg, single:
dose

P
a8y | 22025

Qmoasi 25 moparaprs 150 mo/ ona

5 mg. singe dose
100 mg + dasabuvr 400 Mg BID

259 713
(209103.21)" | (51110996)"
.

over aH 15 ot ey s bween pnens o i osvasatn A
100198 - 000gs p0 )

Toe st e of ernge th plceha roup was 00151 mear (<00001) e
annulze s fchangefom Gasln for th group et W FoSuvaSain ebets was -0 0014 i

: Jo vart

syl s ro oo

L —
o of s plopcSh (MhTe 5 3 Nl Bl s of ChanGe) cmparc o 1 7% of
patens i the placebo gr0up.

Heftin Adulls:
In & tudy of adult patients with HeFH (baseline mean LOL of 291 my/dL). patients were randomizd to
osuvastain tablets 20 mg or atorvastatin 20 mg. The dose was Increased at 6-vieek ntervals. Signicant LDLC.

immune system)
A ettt A ———
srasiten o main g o e eyl )

he teatmentof
ok (Ameone v o o pttcourt)

Topimayiiioma combiabon 400 mg/100 mg BD |20 mg. Gotor |27 |5
or 17 dys 7t (irw2ey |Gawasy

Teriflunomide Not available 251° 12). ‘gemfibrozil (a fibric acid medicine for lowering cholesterol)
S use o et cardomyopaty (enarged and thickene hear musce)

Ticagrelor 90 mg BID 10 mg, single dose | 2.3 24 Table 12: u wopehy terlany u

20mg. S dose| 23 20 gswrasatn bt (0=5) | Aoastaty 0-187 o lopinai, lonaur, fosamprenai, pranavir, tzanave,simeprec
e SO my g 200 g o ety [10ma snge [ 228|548 an” (95 ) e’ minaiondl

dose (is9t0269 |li2910709 Wooks 70 7% (4 0%) = Solosburitepatasyioniapreic
Glecaprevi 400 mo/pibentaswi 120 mg once daly |5 mg, once daly | 2,15 sz ) Week 12 Amg 5% (57%, 54%) + Cwdonbasipartapek o

(18810246 | 48010659 Week it (I ) 2% (50%, 50%) + ehasirazop

'S Means ae leastsquare means adjustedfor baselne LDLC

Capmatint 400 mg BID 10 mg. sngle
dose

208 300
(15610276)" | (23610352

Fostamatint 100 mg 81D 20 mg, single
dose

N [T
(17710215)" | (18910 209)

Ins doble g, iz, e, phcebs ool 2k st 76407 e s 7 o)

pediarc patients with HeFH were randomized to rosuvestati § mg, 10 mg or 20 bo daiy. Patien
gt nag o 1010 17 e (racn a5 o714 yeas) wi Soproxmatly 30% of ms uanenls oo i
years and approatly (7%, 1%, 0%, ang 25% a Tanr e I 1, 1. 200V, respectily Forles

e atleas: e pusmonaste, oan (L. baelne vas 255 T ange o 12810308y e 120k

Soosowihaaisur
glecaprevpibrentasyir and

daroluamide (2 medicie for thetreatment of postate cancer)
regorafeni (a medicing used 10 treat cancerofthe colon and ectum)
fibri acid deratives (such a fenofbate)

ticagrel
nlcin o nicotinic acid

Dronedarane 400 mg 61D 0mg i

Febusostt 120 mg 00 fo 4 days Omg snge |19 27 ol b prase uas ollove by 40 wek opn abeldese-iaton phase, whre a aters (1-175) clchicine (amedicine used o treat gut)
e (sw2sy |(How2er et . 1o 1 201 ot g e gratersus-host
- - Rosuvastatn signicantl rduced LDLG (prinary end poi),total cholsterol g ApoB fevels at eah dose D e e
Gemfbrod 00 mg B0 for 7 days B0 PR . compared o pacebo. Results ar shown i Tale 13 beow:
(50227 | (81027 Ask your heathare nmvmer o vharmmsl for it of these medicines it you ae not sure. Know the
Tabl 13: Lipi-Moiting Efects of Rosuvastatn Tabets in Pediaric Ptiens 10 1 17 years of Age with harmacst when you ge new
Taamide 1 po B0 o Doy 15,2 omg P . HoFH (Loast-Squares Mean Porcent Ghange from Baseline To Woek 12) madcho.
ollwed by 0D on Days 310 & (810231) | (15910216)
Dase (m W it | WLC | Touic o How SHOuId 1 Take osuvastati ablts?
Etvombopag 75 mg 0.5 days 0mg [ ) Do) u - - et s .
(4w17y (18023 G R i . i i s G, i i oo Swallo he e whcs.
Darunavi 600 mg/onav 100mg 81D, 7 days | 10mg G0t |15 |24 5 @ R A I T omasitn o can v sy oy i o it o
7 (1021 | (15036 0 ] EET I + Do ol change your o o lop asvistatn bt i 1aking o your heatcr o,
T conbatin 00 mo2i0mg | 10m9 orer oo ) 7] e oty boo fevlsbefore and during your
BID or 11 days (20167 (18027 Wetan percentchange TSRO NSRS Bl Yot AT DoV My GG Yo o5 o oS AS
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o S 0mg awast [(Giwon T e LOL educton e S04 i 23% eguctons. Amang 13 s it #t LOLG
Administered s\mu\tznsnus\y 40 mg 8 . 37 0y reduction of <15%, 3 had no change or an increase in LDL-C. Reductions in LDL-C of 15% or greater were
Administered 2 hours apar 7100.9) (0710 1.0) ‘observed in 3 of 5 patients with known receptor negative status.
Keoconaza 200 mg BID o7 s g PSS R ot n Pt Patents
au1zy 07013 Fossttn s vas s . L, G, pcsbocontales, e, s
EeTIm sy 4y s wiy Hofi s sy e vk ey e o o
Pzl 20010 0D for 1 o w0 Howrer |Gowrar s ) 5 ek e S
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Eyiromyan 00 0D o7 das| W o3 o7 Shas ing Whh all s 1o 0SS s 20 . LB ranged i 4ge o 71013 yars
(071009 |(05t008)" of age (median 11 years), 50% were male, were White, 21% were Asian, 7% were Black or African
[Gooy |- 3ot f$panic o ato ic

were laking ezetimibe. Patients who ertered the study on apheresis therapy or ezetimibe continued ihe
treatment throughout the i study. Mean LDLC at baseline was 416 mo/dL (ange 152 to 718 mo/dL). &
totalof

v ot e, Do ot

take an extra dose of rosuvasatin ablets.

+ In'case o an overdose, get medical help o contact a ve Poison Genter exper right away at 1-800-
222-1222. Advic i also avalabi onln at oisonhelp.org

Wihatare the possble side effects of asuvastatin tabits

Raswastaln fablts maycaus seriossde s, ncluding:
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i some popls and rarly cai iney T e Ca a1 aeh T Yoo

etharsoovie gy
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o tawiyd o Cypotyroism) hatare o cotoled
o b
o
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Rosuvasalin tables 20 mg significantly reduced LDL-C, toll halesteal, ApoB, and non-HDL-C compared fo
plcebo (see Table 14).

Lipid-moditying Effets of Resuvastatin Tablets i Pediatrc Patients 7 10 15 years of Age with
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e mst common side effects may include headache, nausea, muscle aches and pains, weakness, and

constipation.

For more information, ak your heathcare provide o pharmacist.
Gallyour doctor fo medical advice about sideeffcts. You may report sid efects o FOA at
Vaod

Table 14
Rosuvastatin Dasage | Coadminisered Dug HoFH After § Weeks
Regimen
Placebo Rosuvastatintables 20 mg | Percentdierence
Wean Ratlo (N=13) N-3) (85%C1)
(rato wih -
drug)No Efec LOLG (mgil) a1 223% (335, 91)
TotarG (mgl) 539 20.1% (297,917
Name and Dose Ghange inAUC | Change i G, Wor-HOLC (mg/dl) 505 [r 9% (37, 103
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Wartarn Wartarin oD 005, paD 00, pa.024
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