
LlPOSTAT® so 
Pravastatin Sodium 

TABLETS 

l..IpHtat~loro;nl"""""~~10mg, 20mg.40mg. orl!lOmg~-'Ium. 
1rIKIYe~IS~ceIIuIoM.**-,magnotIium~,It'IIIgrIMIurn_nt1 •. 
P!MdoM . • nd~8OCIIur!I 
INDICATIONS AND USAGE 
~wtth LlPOITI\T lhoukIbt~.COI!'fI)OI'«Itolf"OJltipleriskfactOO'~ln~ 
~8IIncnNoMdrilklot ~I."'~alJClJ lllfdts •• "duet()h~.,~ 
UPOSTAT should be UMd In add<1lOrI 10 • diet _ltIcted In N turaled fll and cIIoIellWGI IOtIen !he 
'"IIO"MlOdilcandolher~ ...... _.~ h .. beenirlldeqlqltto(_OuIdeli .... .... , 
P' .... nlion ofCoI'OnlO'Y Hort D ...... : In ~~ patN!tllS...otI1ouI~evIdent 
~ '-1diMue. LPOSTAr . ndicaIed ... nldjuncllOdiIIII tol"llduo» Rt,. rIIk 01'*..-:1 non­
"'~~.I-.IIot~ ... ~tIonprooedu_.lII'Idto~IIUMv"by 
~~.atht, 

COl'onaryot.n.ry~ .. :lnjlllu.n..wIIh.hIaIotyol~'rnyoc:IIII:IiaIw.rctIcnOl""""'.1lgIna 
~. LIPOST"'T.lndbledlOrW\IeetherilklortaillllTlOl1alily.CHDdNIh,~~evenl 
(lndudjrIg ~I WIIR:IIoII). ~ f«~1 f.valO.llanutlon ~, anII n..d for 
~1~.ll!kIn 
CtrabroV.Kul .. OI ...... : ln ~IIIW1th.ro.toryofooron/llyfl/\trydlMnell .• , . .tIhef.~ 
~orl.r'llllable~~l UPOSTAT IIlrIcIiut.dlO...:Iuce1tlerialcol_Ofnn.ienl __ ~(TlAf,) 

A"*"c~DI_P .. .uIon .ndCllnIcllICWdIoYuc...larE_: 
In~PII\IeI*_llhenIIderoIIcc:.diov.KlUrdisN ... UPOST"T.~ .. 
"'~lOdIetIOMlwIl\e~coorMoI.lhefoedetoIiI,.ndrtoducelhll~ "' cIiroDI ---c.rctIac:.nd~,..JT ..... pI.nI.lIonlnpa\lolnb;~!m~1hef1Ipyfrolorwwlrlgsolid 
OfVIIIItrlll'l!lplantllIlon . LIPOITAT . Indlc:a\ll(lIOIrr\p!oft"""""'aI;"CMdIloc:tnon""""'~"andlO 
feducell'Mlrlslo.oIlIOJl.rtIjodlon ln kl(lneyll'8Olplanlpetienlll 
Hy!*1lpld ..... ", & Dy.llplct. .... I. : UPOITAT i1lndlclotldlorthe..c:luctlonollllevatedtaltl· 
c::hoiMleroI, LOL-choIetIerOI,~ejnB.nd\rigl)'WlOe~MdIOIrtcfHH,.;Ql~ltpatlents 

w.1lI'IpntMr}I~_rrb.IICI~. 
... ChI ...... ndA~I,.._( ... I.,....oI.I: Uf>OSTAT ;.lndiaoted .. ... ~lOdMot 
1M'Id~~lortM~at~,....~ 
PliDfIO-.u~Wllh UPOST ... T. ~QU_IoI~(.1 ObesIty. 
poortycontroled~--"', ~.nephrotIcsyndtomlo,~,~ 
'-tt.... oII.-dn.tg~~)lhouIdbt .. ~_.1IpocI pratIt~ to 
_TOQII.C,HQl.c.Md TG FOIpetlIonttYOi1h ~(TGIIeA""'400mgIdl.~OL..ccan 
bt .. tIm.ted..u.gthtlollowinl~ 

LOl.c"ToIaI-C-HDL-C . 115TG 
FOI"TGlevel.~oomgldl.lhlllIQUMIOI'I .. le .. ltOOIJf1It.andLOL~concentration •• houIdbollll*minld 
byllllr~tionf>triodic~~ahOuIdboll)llformedlndllc!llQlldJull8lll!CCO!'dlng 
IOtIlI~.rNI)OnMlOthIrWIY 
ThlNa\ootNIIC/"ooI8IIItOI~IJaIIProgram', 

T_tmInI~ .. IIUIMIIIInd""'" 
MCfPT_CkIIcIIII .... : LDL.cOOlH.IldCUlpoInllIorT1llr.~ L"-.Iy .. elllntl-_ 

Dr\>sI""-IPYInD~RI ... CltlOOf\ll 

LOLGo8I LDLLIYIIMWhk:fl LOll .... " M "IIOfII(tl 
RlIlIC8tegory !fTIQI«.) IOln"iawThIrJI)IUIIc IOContiOttDNg 

CHOOor CHD ""­(l1).yMt-~ 

2"" 

• CHO.COfOOII\IIleIfI ..... 

Ufe.t.,...~~~ ThIrtpy 

t~riMc l ln1o: .... 

bSOmlIlUlhorlltft.-nd .... oIlct.~dNgiI.,_t:lc.ga.yW ... LOl-C ...... of<'OO 
fIIVdlt:llWlatblad'tllwoclby~lICliIM1yIar;tIengM 0IhInpm. ... ofdr\lgl1hll~ 
rnodIIytriglycWodMItldHOl-C .• ,-.:..:;dorMnllClinoealp:lgnwltIlloIl\fy(;;lllordlf.,mg 
Clrugthe<apylolh .. tlAlcItllgCfy, 
cAi'noM .. paopIew1t11o-1r1ek lactor tte .. ll).yu ...... <10'110.1huI. 1G-r- Mk •• _tInPlQpllo 
wIIIIo-lriakfldOr~nc;t~118IY 

AfltrtheLDl-CgotIl halbeIn~.HtIlITGIa.tlII~200mWQL.non·HDl-C(toIIJ.CnVn~ HDL-C) 

1)IOO(nft.lIQOn(IforytIfpMo!~No'I-HOl-CIIDIII_IIII30mgldl.hlgheru..nLOl-efOllalor 

ueI1r111r.CIII8Qory 
"'1hItImoIof~for .. IQU'.c:otOIIIWY_, ~C*lblll""" .. lnIbItIngdrvg 
"-PY.ldiIchatga~ .. LOl-C .a tJOmgIdt.(_NCEP~ ...... ) 
$n;la1hl_of .... _ II; .. ~lOl-C.1IIINCEP~1hIIlOL-C ...... boIUllClIOInItiIbI 
1M'Id ___ ~ 0nIy~ LOL-C ......... notlYlillble, ~thaTOW'C .. ~1O ....... ....., 

ATPI11Clalllftc:allonofLDl. Total Ir>dHDlChI$.,.,oIjlllgldll 
LDLCh~terol 

1111 

8oroeotina 110·199 110-1211 

~199 ~ 12'9 

.... wflholl.-llJ*;l-IoooerIogIlllr~.lIPOSTA'.noI~whIn~ladualO 
1\ypIr1llprl~(liIY1IledHOL-e1 

OOSAGE AND ADMINISTRATION 
PriorIOWlIIIIoc;noUPOSTA"tlllplltlantlhO\llcl blplaced CIII'aIancIMd~cIIII""'"cII 
ahoukIboI~ck.ring~ 
Forldub.,..;l~(" )'MtIlM'Idaldlfl,tha~tla'tlngClollil40"'IlgraClll)r For 
ldulls. _40"'IIdoeInctlCl"olr4d111rad~ ...... tIO"'IIgra4lllyIMyblo~.Onca 
dIM)'~1n1hol.-llngIllPlfil1IO"marg/nIII'f_ellKllw1lllngraClaitJ'~ 
Inthamomlng. UPOSTAT ""Y .. ,....,wIItoout~ .. .,.. 
n..~CIof.IIJ'InCI'IiIdrWI(a. 1 3,..... of'9llll;20mgCInCI.dIy 
Forpa\llntlwilhrtnlllorn&pati(:Impairment, .tow. ltMingClollthOulClblo~ 
~1I-..""xJmaI~8dol.~doII"_ wllhinfour""".panodI(:Npiddetlm\O'IItkInIlhoujdblo 
J)IffofmId'ItrH.IimllIInd~Id)oAled~!Q!hIpltlerll"lrl~toilllfllP)'lM'Id .. "'b1ithed 
tr".tme<11 ~1CIetI-oII. Thllt«IO'IVTIItIC <IeIIQI "ngllll0 10 I!IO "'Il1KkTdnIst1f8C! onot. d.~. 
UPOllAT maytMtgrww'lll'lCliYlClldClO.­
InPl1ilntaIll<lng~, wI1IIor\Ol1hClUlOlhlr~CIrugs, ~with 
~~lhouIcIbIoinlllMeclwW\IO-20mgl*"dIy_,**", .. r-q..,CIoMIlhouIdbl 
Pl/ftWmlClwI1IICIUIion.MoIlpetilnfslrlllldwllh""c:ornbQlion,.......,.maxImo.mprtYMlI1lndoM ",,-
CONCOMITANT THERAPY 
SomIPlIIInlI""Yraquira~."..lIP)' wiIh .... OI"_1IpId-Iowering1lQlf'lS ~ 
inte..,;tloo.tud ... withpntvNlltIn~~whhnlco!inlclCOCl.probuOD1.n~ 
(_ ~ECAUTIONS. Skllltlll Muldt) did net demonstrate any .. ~ aIgnltlc&nt I,*atlona In till 
bIoav.nabllllyolpnovlISlltln. 
""~etr-.ofUPOSTAT CllltotaIandLDLdIoiaIIllroI'f1Ianhanoedwhlncombln.,;lwilh. 
biaacid-Olncling ..... ~~.oIII~ ... ln(.·'. ,~.ooIIItjllOlllM'ld 
prnMllin. LIPOSTAT ahoukIblgIvan __ I'IOUret_boIoraetMlHllkullol.-.loIIowtngthe -CONTRAlNDICATIONS 
~to.,yCOlnpOnllntrJ"mlClleaIion.IdiYe""""_OI"~jIIf'IIIIInt 
lIIY8ticIntol.."..,~ 

~Md~_A1hIroIdItoIIIII. ctuCll'lk: p!'tIClIW.,..;Idlac:Clnllnuatiol~dNgiI 
Clumg~IhouIcII\fYe"""",*,ontlllautcomlrJ~1hItapyol~ 
hypercllo1nt~. ChoIIIt.,.oItlnlloII'IIIprodllCtlofel'lolNtwolllloayni:hllil .... ...,tIaI 
OOfT\!)OIIII1I1IorIe\alCleYl1opmen'(lnducIInGlrnlhlliloll~lIIICIea1I~I).9inclHMO-CoI. 
fIdI.IetMIWtlbIIOtIdecteaM~~lI!CIpoMibIy1tll.yn1heIIarJCIIhIr~1CtIve 
~~lrumc::hoiMlIIVI.llllyll'll)'_"'IIannMlln ......... tlNdlO'JIrIIr*!I"oO'OI!*1 
~.HMG.coAf1IduetIII~ .. OOI'IIr8indir::Clurlngpregnarocrlllldln""",",,mocr.... 
w.:..-of~~ LIPOSTATlIfIoI*IbIo ____ ll __ oI~.onty 
...... .uchIlllienll_,....,....-.y,.--..InCI'-...... lr'IfomIICIoflhl~IIuanI$._ ... 
I*IIn!bIcomMpnIW\IIlIwNII ...... ~ofClrug. thIt1IP'flhouldbol~lIIIdtha~ 

IgMlJiPl)liMClol .. poIenIiIIIhIunI .. "'''''''. 
PRECAUTIONS .. -. 
HMa..co.-.l'8ducIallfllnNbllora hlveblfn~ withbioehemiclllbnorma1illN o' IIvIIIunetkIn_ .... 
wllhothlfllpid~a(lWllI.lncluCllngllO!llbaorbatNlbl1laeld-blndlngf1lllna.~In"'" 
~lOlIIalhlntIYH*-IhIUA*lmIIofnormatl\lve~CIurIng'f"olo1lP)'vro\thPl1l~HllIIn. 
ThllIgn/IeInoIrJ,,-~,\llNctlIItI*Iy~dumglhllQlllwl1'lOnlhlot ... lnwl1ln111M1on. 
Ilnot,"-.lnlNlMjI:riIyolpalilnlltrMlld llrilh ~lndlnlt:lllriala."'n:r-.CI-""­
CledinldIO~""' __ OOIIIInuMionof1hlrllPY1l1hI_tIoII 
Mned"....*"~(WMW __ "...*'-1ht_limrtotnonnal)InMfllln ....... ~ 
_-'1n&0UI1139(O.~)palilnlltrN1edwhhptl-.unlnclnlcal1rtell. -n-e~ __ 
""'.lIOdIIed ................. ltldlymptomlol ............ IndIllUllly'***ltopret_ 
....... Uj)OI'ICIIIoontinualionot~~OnI)otwo~l'IIdPI'Mll1'11~poAlbIy.~ 
IOltIItapy . 
.... w1IhOthlfI~"IJII1 ... l/vertunedon '"lI lhou1C1bo1P11r1oon1dJ)lflodlclUy 
~llIIntiona/lOl,;ldblWV'l"!Qpa\lIn .. whII""V'lk>pn:r..IId~IevIIa. lNIflunc:tiCln 
_lI'Io.IIc:IbIo,....tldtooonf'ml ... -.uonIlnd~lIymonllOtW.mcnfreQuanllnl""'*. 
~~ln......,.~*-(AlT)IM'IdIlClllll1ll~(AST}IQUIIOf.-.cl 
tIYH ...... thauppll"lmitaltlllfl'nllllM'ldjlll'liat.1hIrIpyana..lclblClJlcon*-d . 
CauIion __ lCIbI---''''''-~II~IO''''''''-.riIh.l-.to!yol''''''~or ---$Io;elllllMl.rtc:llMyaIgIa.~ . ..,~ha ... beIn-*'wIth ...... rJHMG-CGo\ 
~ .. In/1ibIIDILUno;ompIIcIIedIllY1'lllIll'-'..-..ty~\~ tn ~n.'-tIl>lltI.rua_ 
... lnciCIaneallimilarlOpllOIbo~.CIeI\nId",",*"acNngOlmutc:ll"""""lnoonjuncllon 
wllhlnCrH_InCfl8tinlk ...... (CI()~ lOljIfNtlll"lha'I'OU..,..tnI_limIloftlOffllli. w .. 
"porIedlobl~doelOptlvBlllnnln <O_ I""ofl>lltlet1l1 lndlnlellll1l11.RI\&bdom~willlrtnll .,.-
MOOI'IIIIIylOmyogIobInuritI'-IiIo""Y ... r-'Y_l'IIIOI"tMIwilltPl1lv ..... ~.myopIIIIy 
IhookIboIc:onIii:IInCIInIflVPItiInlIWllldIII\-.myaIgII. ,....lInden'tIIIet ............... , ltldIOI"marUCI 
...... l1IonofCl(,....,..oouIdblo ..... 1CI"'IIOfI~~ldmuacllpat/l, ~or 
-u-~~lhouIdblcltaoonllnuldil....uClly ..... IldCI( ....... occuror~ 
1l1UIPI(iIICI0fdiagr-.d 
ThallMoImyocIMhyr;t.wlng~\IIIIII~HMG-eM~~lalnaNMClwllll 
llIItICUfTIIII'*-PYvro\thlllhltntn_qdoIPorInI.~Ofnildn . Tha_of.,,_1IIonI1I; 
occHlonally .. ~whh~ .... lImIIedsiZ<ldlnitallrillol _____ "P\IwiIh".....,-..-. 

(40 mg/iIlY) lM'Idoamfibro,zHil200 fI'IOIday) myopathy W" not rIpOo1Id,.IIhaugII. I....-.:t IOwInll Cl( 
.v.tlCltllanClmusouIo5lt111Uij.l'f\'IPIOI'Wwe. _Thl COIIIbInId .... otprev.lt&tlnllndflbr.'H-"tIuId 
~blIVCIICIed 
MyopImy"'"""'toa.'loe--llndHcllllilll;invoMngI1Ol.tot 100 ~.-...pIIntplliln"(7S 
CIIUlIc:n2 ...... )1rIItICI00I'I0Un'ftIIIyfofupI02ye_-.ft1~mjt~mg)lndcydolclollnl, 
_oIlOhomlilol'llClllYedollll~"FIIIINor, lndnlClttrl:lllln¥oMng"""~ 
oIpatieoIan.Wd..,.,ptI_ .... ..... wIIh.-:an, ... _no~ofmyopllh~ 
HorrIOzygouIF ...... ~ ,.,...,..ta&'-notbMnl"lUlldlnjlll\llntawHh ...... 
~lI!mIIII~ 1n .. ~PolPlllilnt •.• hllbIIn~ • ...., HMG-CoA 

DruglnNr.ctlonl 
Antlp~rtM • CIIIwanoI of antipyl'lnll by !hi cyIOC/II'ome P<l50 .~tltm Wall lIIIIIIlnd by conoomItanl 
IICItnWIIItI'IIIionolpnovIstatln$lnotIpntY •• tatln doel netllWllrtolnduoahlPlttlcdrug·malltlokzirt9 
~. ~ la not .)(peCt1C! ttIIIt an~ IIgn/fIcIrII imeracfIonolPt1lv.SIltJ:1 will> OIMfdNgI (. 11., phen)'1otn, 
q<.inkIinII)1IIIt .... me .. boI/aCIb)'IhI~ P450 lYIllmwlloa:ur 
ChoIMtyrlmlnelColntlpot . ~ IQVIItIWI _ . ~ 001 hour bItn or four IIOurt att.r 
cI"ro1IIIyr8mInarOOlhourblfort;coII$tipOI ttnd aSllnCla'l:lITllll . ... ,.Wllno~1IgniIIcInt 
Ilec:tNHlnblolYallablilyOfIlltlpluUc.".,oIPt1IvlStelln. COnc:oInItenIedminillrltIonlWUl1eClln., 



IIIII 
"IIP'OxIn'IatoeIy~ 10 50% ~ In IM _ AVC ofPf8'4,1atin (_ ConoomItant TIleraI1t. DOSAGE 
ANDAOMINISTRATlON) 
C"ClosporlM.Some~No""-....d~pIMmoI"""InPl''''''"OII",.-.-lin 
(\IP1020mg~WodlOcIM •• tMM-..ttalndb1.no~munIngI\,II ........ tlcI!wln~"""" 
1n_lIngIHoMlUly,~pnm.IeYfIII_loundlObeincfeasedlr!~~ --.-GemfIbrozII_ In._Ituo!yIn20n..tIhy""'",*,"I ... ~~ ..... _of 
pIOYaltatinlO'ldgemlb!ozl,lhefwwasalllgnlllc:anl,*,-InunnaryOl.llCWtionanclprolli/llblndingol 
..,1 .... taIIn.1n1Odillon. Ih«Io _. ~ ~InMJC. emu.oo T_iIof1he~n 
~ SQ31, M. ~ IhIrIIpy will P'"M~1in wod gemlbtozilo. s---IY naI 
~ (SMPRECAUTIOHS.a.......s.......IIIo,..cM.) 
W.rUrln .~paratnlMlnlll....". ..... Ior~ ... IIn __ nal~lDIowingooncomiUlonl 

~ with -'win "'--Un did not ..., ... piMma ptOIIIin-bindin 01 W81ferin. ChI'OnIc 
cIOtInuat ... two~dldllOlptoducl.-»'~In .. ~actiDnol..,.,.,(I. •.• no 
-....-__ "'....,~ ... .,.,. .. ...,..ofODnCOmilenl-.py)_"Omg~~ -. OttterOr\Ogll· U .... mottollW HMG-<:oA recluclneln/ltlll(n.~'-noIlIgnII\cIInlly 
~by~F'450)M PIWna~oIptlI""*"""in ....... _not...-...ed...tlel1 
qoIOC:twotMP'503Mwa.lnhIliIedby..,tt&oCh.lIr~,dbanlmOf~ 
IIIlntef8CllOnlludie.""'Ihuplm.8IlIeCida(_hourprioflCll IPOSTAT~dmeIIdIne.gemllbtod.1'IIt:oIlrk 
.cldOfprobuool.no""U~~dilterenoM1nbICIIMIJtabilltvofPl1' .... at&~ __ ""'" 
LIPOST"T ..... -.;I"..~ 
0II!I1'lII c:l1nil:tl1rial, no notleHblt CII\Ig I'I~_ r~ when L!POSTATW8II1dded \0' 
di\IIe!lca,anlihyp&rtIOllvH.digltalM.~WlIIlItOft,C8Idumc:lww1ellllodletw.beta· 
~.ornlttog~. 
Clrclnotl", ... II, M~ .... I • • lm~l~tofF."lIlty 
An-monlt'lOllllludyin rnIoe. wIIh 1DV ..... llndOsolA oI 10 10 HII) mglkg dally did __ Ielny 
~potenlUl, In, 2'Y_ltudylr! mIoe fed prrmlllllnMdoMIof2501IIld 
&OOmgIkg/d.y(~teI)o 1 55I1mftthe~ ........ rr9'kgdoM),u..._.llalJstically 
~~InIhlo~oI~c.c:InomaflnmMIlO'ld"""'al bo1hdDHs.AI 
.,....cIoMI.luogldenomHinlelMlea_.molllgnillcanllymellUCl inI2·yNtOl'8lawclyln •• ts .• 
... u.tk:aIIy~locrNMrnlhe~oI~C8rdnomu_obIeMIdrn"" '.1I 
glftnl00mWI<Go.IIy(~~eou-.the.....munoo"""""'rTI\IIklIdoH)oI~ no. 
c:tIIInge_rIQI_rn"""' .... gIftn.amglkgdloify(H ........ Ihe.....srnumr.un.nrTl\llkll(loM)ot 
... otlnllltMWraIl8l....,._IeveI. 
In ... genetie~ ...... performecI ...... IftVUI*I .... _no~oI~~ 
"1N~oroen-~ 
In.stWyln ..... wilho.lly ...... hIgh.ro:lll'O'kll(~1IIfr310'''''-1he1l\Pln'U'n1lur'lWl 
~ doH). rnvUlMin did noc produI)It....,...,..,...".. on IMtItty or V"'*III ~ --......... 
S. Cotm'WNOiCATIONS 
s./wly1l'1I"9"MI_hMnocbMnlllUObllllwd MIougIIrnv"\.JIIirI_noc~lnr1lla" 
c-.. .. NgII. l000rf9'ooodollyllOl'lnrabbrll"cIoMf;oI",bSOIlllJllre~ llPOSTATIhOuId t. 
..........,1O_oI~~onIy.men-..chpllt.nll ... ~~101:ICII"OCeNe 
nl'lll""bNn1rrtomwclollhlo~1Iaz.os 1f1he __ ~~"""lM'"9l1POSTAT. 
IItnauldt.diIcontinuednlhlopMienlJoCMMdIQlln.lOlhIopaterlllllhazardllOthe ...... 
Hllrlll'lllMoIhmo 
AnegIigIbII-.nIoI."......tabf1I1-.1ed In"""'*' ..... e-..... 0I1he PlM"'MI kW*'­
=~~InI_.Hthel!lOll'let.lltlinglrNlloClwl., UI"OaTAT.ruWog.rlOlJl(ltlt~ 

a.totyond~ .. ~_~trom.·layuraol ....... _ •• ~'"_ 
~"'O~.ludyn.. .. lnlut'lldlnlalnlclltdl,.lOfKOI'I'IIIWldUMll'ltf'IIII;Qn .... 
lI'IIIne~oICI 
o.rt.trlc:UH 
AmQngMi3P1t101n .. wtlcI~ prIYl&\lltlnlntwo ~~prewon1Ionl!i1lll 
(CAAE lnd LlPIO).noovtralllllhrance.lnltllcKyor~_~~Qldefpelj«lt.(6S 
~ ... ()(okIet, "'2.43\1).nd~pe1letltl. 
AOVERSE CUHICAlEVENTa 
lI POSTAT .~lIl)'weH\OIef1I1td Ad_aventt.boIhdlnlcalandlllboratary ..... uSUlllVmiId a nd 
lrarl$lftn1.lnllllcllnic8lI1oollllcontrolledandIA'lCCll1rolledJ.approxlma18ly2"JI.oIpM!en1:swere 
dIecootinuedfrom1fa.tnI&rI1duelO~~.ttrtbtbt>IeIoUPOSTAT 
T"-Hr.Iy_IoIerabIIi1yolpmrl.tstlnat.doHoIao"'ll1n1woQOnlnllledtnale.wIII! • ....,.~ 
oI •. llmonth1w .......... lOlI'IIItolpt8\11l\.J1l1natO'-~ 
Short TmnTrIaI. 
Mad\larMc:InicIII_(ragarclleuol.nribu1lonJraporIe4lngrea1llr1han2"Jl,oIpatklntlll'pIIc.oo­
DDnIn:lIIo:1l1ud1KoIuplolourmoolhlduraDon ... ~lIdlnlhlofollowlng1llble 

ADVERSe ClINICAl eVENTS R£PQRTEO IN PR,IWAST ... T,,...TREATEO PIIo,TIEIfTS 
PERCENTAGE OF TOTAL POPlJt.ATION TREATEO 

UPOST ... T PI.:IIbo 
(N -eoo) (N •• ") 

% % -- .. , " - " " = .... " " ., -- " ... -~P .... (locaIu:IId) 10.0 '0 ...... " '.0 -.., 
"""-""" '.0 ...... " ~Splem - " " ..- " " --r.rlgua " 

,. 
~IPllln(llQI'lCIIrdiIoC/ " " """',-"'. CIItdiovIlICUlar 
et.tP .... 

·81at11tica1y~~r.om~. 

lOngTmnMorbldltyanclMOo1IIttyTrtar. 
In_ral'ldotnlzlllldoulliebllndplecebo-conrrollld1l'llle1rwolvon!l_21.~patianrs\fNllldwt!h 

•• B ( 'i7t I1 .rUI~1 It! '11118) .., ••• r.t, "'" .~'Iit ... p 04"" - " up 
comparaOIeloll'llltolr..pI....t>ogroup o...lll.000~ __ laIowedb.madianol._W.\l 
~.wNlallll~pIIIar'III __ IoIDwIodIor_,....orfl'l(lrl.CoIIc:IMoIy.rt-._trIM 
~.'.'13paMr1t.yNrlollKl)OtUrllOptI'WIIIatlIIActverMcIr\I;~cfprabable. 
~or~~lOlI'oIr1Ipy,oc:cun1ngtn'I""I~oIpeIiIonII1rUIadwHh~1in1n 
_1ongo ...... morbidi1ylrnortlllifyrn... .. ahownln.,. .... tIeIow 

INCIDENCE Of ADVERSE DftUG EltPEIUEMCU REPORTED IN PRAVASTAnN 
AND PU.CEBO ~EATEO PATIENTS IN lOMG·n;RM MORBIOm' AND MORTAU1'YTRlAlS 

IIIII 

CAAOKWASCULAR -_. 
OERMATOlOOlC ..., 
GASTROINTfaTINAL ---No---­""'-
GEN""'-
hI¥-
""" ... 
MUSCUlOSKElETAl --""" (induclelllltrwlliClllr) M,,,.o< • .,. 
M . ... 
NE fMlVS IVSTEM 

~-- ...... 
Nool0.7M N·'0.719 
,%) )., 

' .7 , . U ... , .. 
U " " U 

" U 

" " 

" , .• 
[}jzzineu 22 2.1 
H~ 19 1.8 
SIeep~ 1.0 0.9 

~'--,.... ~.~ 1.0 

RENAUGEN.TOURINARY -­(indudMd't'WriI.QQuenqo, noc:1I.IM) 
RESPtAAT~Y 

0ppr\IIf 1.6 
liIlI* ...... loryw.ctlon 13 1.3 
CougII 10 10 
SPECIAL SfNSES --(ondo.*I-..m.crYllion.OIpIapia) 
1n~1he~""""esn.ou~occ.orrad ......... __ .~oI<I.~In'" 

c:omI*IIdClonlC8lItlela....:I ....... IIIDIIMn,..:otlldwHhCll>er~lI'Ilhlsd .... ,"-AOElocc.orrad 
WiII ....... ~lnbclh_IIfOUPII.Tha""""*'-In~ ... Io ... Inddance(~/ 
WlpoaoAllllln.ndpllClllbotr-..:lpMlara.~· 
OamIIIOIogIepr!.lflM,tOIl .... , 'O);dIrmMitII(O ..... OS~~sIWI(02".O.I~~ 
~.neludlngelo!*:ll(01 ... 0 1/.UAieIIIII(0,1 ... ,01~ 
E~lIlCUIIIctyVuncIion(0_1 ... 0_1).tido~IO·3 .... 0.3). 
~ dectNHd~(O.3 ... 03~ 
GenarI!I· ....... (02 ..... 02).IIvIt>iI'IjI(O 1 vs 0 1~ 
lnlIIu!oIOgie.aIari)'(0.1 .... 0. l ).~IleecImedr.{O.I ... 01). 
M~n'IUIde~(O.I ... ~O.II. 

~S.,..*"~(Oi .. Oi);VIIII9:>(OA .... ,O.~ ........... (03Y10_21."*""'Y 
1rnpaInnan4(03 .... O.3).1It-.nor(01 .... O.I);r\IUI1:IpI1thy.lnc:IudwlgPlfipherll ....... ~(OI ... O l ~ 
Spac:iIIs--.... opdy(O 5 .... 0.4/. I8l1ecbturbanoe(O 1 ... 01). 
Tha .. _"..... .. IO_f-'"<IclurlngpoMn'llltt<oting_r.no.wllhlIPOST ... T 
~o. ... rt<..,ng!xperienol 
InlldditionlOlhe_talillld~.1he~advetse __ hII.,.beentej)Olted-...y"",elylrom 
worid'IItdepOelmattlling.~:angIooKIama.~(lr(MIlngc:tv:llNtatlc).~UI_ 
~lttPIItlcnac:roM.lupY.~.yndrome.~.titisandll\romtloc:yt<).'" 
c.uHl MtOd81lon wltt'llIPOSTAT hit rIQ1 bHn It&IabIWIad lot 1I'*e ItWOta LFT .boomIaHlr.t n.... 
~.l)fJfJnrePOrttd 

In!20 PI'tltnt.lt1NIledWl\l1 lIP08TAT /of~I,lfIIo'Ylllfol!llOt •. lherewBlno .. ~lhat 
llPOSTATw"atlOCi8tedwllh CII\.JIf'8eIIOtm8Ilon. In,~ oIltIa pIaceboc:ontroled ahor1\fml 
tr\aIl.2\foIpII1Ienta(92an~lrol.20.2onUPOSTAT)_"''Iluattdullrlg1heLIIfI'0paciIy 
cta..w.c.1lon ( • .aph..clatl.a mathodollenl_I).t .. lIIOr'ItM .ndoneye.-foIooringllle 
lnIbIIIonoltra8trn11f11wr...COI'I'IPfI'edwirhlhe~ __ .Ihafln.r."""*"'Iian_"'" .,.,..,. 

LIPOSTAT P'Iac:abQ,'Con1 

""""''''paIiIonIa(%/ Numb«oIp11_l"Ao) 
~ 211(14"') 13(1."'/ 

:::: ;~~~) ~l~: 
TOt8I 202 92 
n.._no~~ditIatenCIolI'lhedllnga lnllNlJ~be--.1heoontrdWld 
~~~durInQ"'drneinIIMII 
eomp.rMiYedeUolndlcrlll1hMpra_.100-f01c1_~ __ DallhIOvatl81inancllitnYail8Un 
(0ChIr HMG-CoA reductaH 1nhIIitara) InIvbobniI cho'--ol biDIynIhMia In III ... and 4040Id .... 
poWII",,"~,"WlbMgCflOlllllerol~"..obII'" F"",*-.unlikalOlll_ 
c.~"""'noI __ .. ........w"""Ib&l>gleclOOS)_dwoNccnldoMlolprel/llMllln 
fromI510125~ ... rnlltlm\&'nracormwndedhumlondOll __ lldmlruIatecI1or1WOyurt; 
l.aboratotyT"I~ 
~1n ___ ancIln~IOnIH(CI(.CPK)1n1N!l1lenb1ralledWIIIllPOSTAl 
_bMn~(_PRECAlJT1OHS~ 

C_bIltThar.,. 
~hMbMn~conc:urran1t)'withCf\Oleelyralnin.~.nicoCinocllC:id._ 
probucd~ICI\wte""""""",,101he03f1'blna*,"orln-'dltion101hoM~raporIIIdfor 
..md!\.lg"'l\eVebNn~ Myo&itlahltbMtlf8lXl!'ildwrthlhecorntllnetiollolgemfibtod 
(lDl*l') ancIlootMuotin <_ PRECAUTIONS) 
OVEIlDOS"'OI! 
n.e...tm1I1(1'I<pOIrienceWlthOV'llldOHoIpt8VM1ll1IfI ~ .. 0'I8fd0M0QCUrI.,II.r101J1(1~""'1IId 
')'n'Ip\OmII~wi1I\laborMoty~_~ __ ... lItur ..... fIICIUIred. 
PHARM ... COlOGY "M. 
LlPOST ... T (l>I'iVlI.l8li1 Sodium) ~11Id ~ .. 1 1 S-\10l~·.6S·)2\1,&c:r. &fJ(R·).a. 
gU-l.u.7.e,aa· ... .."yroiI,6.8-lrlhyOroKY·l.meIt!yI.a-(2-rnet11y1.1-olOabuto..,. .. 1·naph~ 
add,~Ja/I.~_oI._da .. oI~-IcwetWlgoompguOO"1heHM~red...:IIM 
inNDIIDtII.lhMrwduoIdlo:IIul...,.bIotynthella.n-IQI!M"OCImpI1ftiYelnhlbi1orlol~). 
~Y"'II"'(HMO-CoA)~.~IIIlymIIC*~IheMrlyrar.timrting11lpil 
~bIoa~,~_oIHMG-CoAlOmotvIIIQnI,. 

PR 8T;ml, •• I ' lipidle iii"CI ,.f'; . ............. ___ • • ~_ 
lnhibIIianolH~~IC:IMly.ltelladtmodMll8duC.'tOntlnilu.c.lular"",*oI~ 
ThiI ....... In ... r.c.--1n1hllnumbarolLOl.~ona.l __ ...a..n.nc.d~. 
~r:::NtxIIItm...a~QI~LOLs-.d. __ linInhibitaLOl.productionby 
~~.ynthlllltolVl.Ol..IheLOl.IQCUI8OO' 1n'o4lro_II/IfmeIa-.hlYlv-onlhlll 
~ •• ~HMt).CoArIIducta .. onIIibiIor.II __ .-.c:tiwllUdll\atlnNlliloryadlvlt)'. 
nIgnasIln __ ........ whh",.hi;'-rataQlc:hollosWoll)'l'l1hella...x:n.",.kand....".UnIike 
CIIhet~raduclMelnNbill:q. __ "'*' ........ al'lwdonc:toclnterol~InOCher*-
1n .... *-"-.pt8 __ w .. noIdtlldldln ... ~tIuid 



Clinlcel and pIIlhoIogIc alUdlel have --. lhlllllevaled I$YeII aftotaJ c:tIoIeIlaroi (TOIAI-C ), low denlify 
Iipopn;IIeIn cIloIesteroI (lOL·C) and~", B (a merne.-Ifa/IIpOI't!lOl'l1lle_ for lOl) prorrooIe 
humlna~. ~,~leYeIIofHOl-ch:llHleroI(I1DL-C)_lIItran1pOr100mple~, 
~A. ..... MOdatodlflo1thlllt<levelopment:of.IheroecIeroIjs. EpIdemioIogic ln_1lga11ont 
1III ........ bUahed lIIIIl c.ardiovatOUlwl!lOlbldily hi mortalllyVllrydlrectty.-ith lilt level 01 TOIII-C Io'Id 
lOl-C-'inverMIy.-ithlhlllevelofl1DL-C. lnmulticenterc:lirlcljIrill"Ihoae~...-.dIorncn. 

~1n~IhaIIowlll'1ldTOI8I-CandlDl-C-'~HOL-CI"Id\II»dIht"I.oI 
... rdIoIrllCUlM_lI(boIhlatlllandnonlatlllmyoc.wo:lilollnlarcllans)andlrr"lproo.cl..........,lnbolh 
11OtTrWII¥OIun1 __ h1p11l11tQwIItI~.,lrearmenl-..llhprlVIIlIIBIInraduoeclTotaI-C. 

lOl-C.apoIipoproIelna,V1.Ol-C_TOwIHincr8.siogHOl-Caod~". III~ 
SIUdleII.hIgt>er ...... ofhlgh~C-raactIv8prot11n(h...cRP),all\llrkorofln/lammall(Wl, __ 
auodaledwlll"l .... lncnoaHdrlsl!af.~cerdIoIIucullrllVl!M1lln.ppar8I1IIy'-""Y~ .. 
....... lnpatHtnhlwittlooron..."hAI1 ..... (CHO).P .. vHl8tintrallll'l*llr.duoldlW-CRP ....... lna 
1ong·lltmllUdyoll*ilnl3wilhCHD, (SMC1inic;IISIUd".)PrIlV.sl8llndOHnotadvetMly,1IKt1llt 
1evoI00l.p(.)OfIlbrinogon • ...wct. ... ~~_lbIoclhoImIcIII ................ IotO<lfOflllty_ 
dI.., .... lncootroledtrla .. inpatlants ...... moderIIlehyJltln:llQlnlerolemlewllhor'llfltlouI.1hIrOIderoIic 
Clll"diDvasoollll"dl ..... ,pravlllIIatin~reducedlhllprogtlllslonof.lhIIlCIIdIroIa.and 
~.r_lI(tog .. lal8ll1ndnon-l.talMI)ordealh. 

Phannacoldn.llc. 
lIPOSTAT leadminilleredoralylnlht~form . lt;"I1IjlIdIyIlblortJad,-..IIhJl"kpltl/nllflvell 
altltlrledlI01 .5ho!,nlollowlnglncletllon&lModgnurinary~oIradlolabeladdrug, lht.....rage 
onoIab$Orp!iOl\oIpravaslatln,.34"' .... IIbaoIuI.bioavaIIaWlty Il 11%. WhHe\ha~oIloodlnlhe 

gulroinlellm.rIl1lcl:'*"-to'Y"terriQlIIoav&llabiiify.IheHpkMcwerlng.ff".;taollheclnlg ... !IImiIIIr 
whalhefl9k..,wllhorwithoullood. 
Pravntem UI"IdergoII ut ...... 1IrsI ...... 1!IradIon In IhII IMIr (.1rtraCtIon f"IIioo«).66), """'" t. lis 
prirnIIrytileofllCllon,andlhllpr1tnar,"oIC1101o!51_I~andoflDl-Cc:IeIoroce. In.-o.1Ud1as 
cIetnonottebtdlNlt __ liniotr.naporladlnlOlllpak>CyI<HwIth.w.tanlloolly_upUlkalmDoIIIar 

C8IIt;. lnvlewolprl_tatin' •• I<l""';""hIj)IItic~.ndmel8bolil/Tl,plasmallv"''''oIlimiWdvalue 
in P<edicIInII IipId.Iowaring aIIIeacy. Pnlvaltatin piaama OOIlCIIltnoik:m 1ndo.Idjng . .... Inlar lilt 
_nIratiQr>.tImI.".....("UC).p8IIIt(C_).lIndsteady .. tata .... Imum(C-> .... dIrIctIy~'" 
admInhllwaddo&e. Prav .. tatlnlld~_IIaIly.tblldlime_"""\IfhII:tMIlhan aft .... 
morning cIoN ~ • IowIr 'yslemio bioIYIbbiIity. $teady-etall MJCI. C_ and Cr!WI pIMm8 
c:anoanlnllionl~no..-klaooeolpra ..... "tlnaecumul8tlonlollowlngonceOf~deIIy 
admir!IaImkIn 01 UPOSTAT tab4e1l. Approx1ma!lly 50% 01l1li d=IIaIIng drug 11 bourIcI 10 pia ..... ..... 
Me..,IO ....... mCmaxaodMJC ........ lorpaOialrlclUbjacl.pOOIedacrou-.galOdgen(iflf_1ImIIIi 
IOlhoMvaluMobSltYlld In tcIuftIaftarl20mu orIIIdoN. 
Thap/aemllellmlnationhaW-lila(T_)af'"" .. tatIn(",..)II~I . ~and:zhoo.n . .a.pptoUna1lly2O'llo 
ofaradlolabeledDflldoMillI<CI1I*Ilnurtlll.oo70%1n1hll1ao:>M.MIar~~'" 
fIdIoIllballdprav .. tatin tonormllvolu'lttln, approllmBtely.7'" otlotal bodydlaranc:a_YIa reI\III 
8lIU"Itionalld53"'bynanrenalrout~ Q .a .• bIIiIry~and~). AOc\.mIIIatIonol drug 
ao>dIormetabDlil .. meyOOCUfin~.-ithrenalornep.ticlnluflicilncy •• ~, ... ttw.._d...r 
rou"'oIlIImimIlion, lhIIpoItonIiII.ltistlfor~lJ<CtIIIIonbylllll.~._. "flIemajor 
~prodUCIafprav""tlnlslhll).o~iIomeIicmMabolill. Thlsmellbolita~OIII-fenth 
toC>n&-iIortIaIhlhl HMG-CMNducUMlnhIIl/tQrylClM!yotlhll Plien'~. 

Cllnle.IStudl •• 
lIf'OST"T,.hlghtyflfleo:dvelnradudngTOIII--C.lDl-C.TGlnp8\lftntlwlth~~. r.mIIIIII 
c:ombIned.nonfamlllll(non-FH)lorrMafh~,lndnUedltysllpidemlll."~ 
rupor.ailMWIwilhirol--'<.andlhlmulmum~usuallyllacfoiavedwlltoln.""'" TIIII; 
ratpOnMwasmalntalnadclUringaxtaondedl)ll'lo<nollharapy. 
"linQItIdlilydoN IdmnilIIfed In the ""'*'" I1 aaallectiYe .. ne _lOtaI cIIoII)'doM glvenlwlclol 
dly.a.-daI,~in~~appeIII'1Ilobe~",,".rr.dIvelhanoncedaly 
adminIIIrationlnlhllmomlng.pemap.bacauMheplItIc<::holoMIan.lI " ~ldmllnly.tnlght. 
Inrnulllc:enter,dc:Jur.oIIIo.bI.~!rOIIad lb.odinofPIIlllnllwlll"lprirTwyh~ •. 
trlatm...twtlhprl ...... tatirlllgnllcarulydIc:ruNdToW-C.lOL-C.aodTor.I-ClHOt.-Cand l OL.cIHOl-C 
ratioa, dactNNd VlOl-C.nd pIama Ta le ...... and IncrNMd HOl.c WheIIIar IdmWIMrId or- or 
twIoedllly,.o;INr~reIIo~Q .• .. IopIcj-IoweringI __ bylI02""""1oIkIwing1he 

InItIlllonol!Tealmltrlt 
PrlmaryHyparcholel~1oo8tLOdy DoH Raa:= of UPOSTAT" Onc. DallyAclmlnllll1ltlonM 

LOL-C 

In.pooIIIdlNll)'ll.oIrwolTllJlllcenl .... doubIe-bIind,pi~tlUdiaeinpa!lantI ..... primal)' 
h~mIa, trlatment with pra ..... UIlIn al . dally doN 01 eo mu Ino;tuMd HOI.-C IInd 
tignl!lcarrtlydacnoaIldTotal-C,lDl..c, andTGlrombNelinaallar Il WMk. ThIotlllcacyralOlll8oflhl 
IndvkhIaIlludies-.oc:onsistenlwlthlhlpooledd&la. ".....,petCItrlIchangesft'orrlbfl ..... ft8f1l 
weaka oIlrHlment -.0: ToUII-C (·2T%~ lOl-C (.37'11.), HOl-C (.3'11.) and TO (. ,Q>'II.) 

P ..... lntlon 01 Coronlt)' Hel" 011 ..... : UPOIITAT If;.~ in NdI.odnu \ha !Ilk 01 ClOR)IWV hear! 
dlMaM (CHD) death (fatal UI '"" IUdden deIIh) pIuI ngn-lataI UI and ImprcMng lIIMval in 
~l*ientIwI!nOutprr.;o..myocarotaIlnlliCIJOIl 
Thlw..tofScotjandStudy(WOS)wa. arandomlud.double--bllnd.~!NI1II'oOrI96&.l5 

mallpallantI (.S«lyelt1l)wlmmoderlll"' ........ ~IaroI4ImII(lOl-C-I56-2~I'I'9'(II.[-4-6.e 

tnmoULl),lOdwitholAa~ MI PatlenI$W1II1t1refltedwlmlllndaRlCII .. , lndudingdletlryadYice. 
andellhetprava.tatln(N.lJO:Z)orplaCllbo(N. 3293)loramldllnllu .. !Ionol'U~. ThIo .IUCIy_ 
deaignad '" a_ .. the aIfect of prlYlltatin on ffllIol aod roon--f'tII coronaty r-t dIIeMe (CHO). 
PrwHl8tin IignIkanIIy red\.IoIId II"Ie rItII ofCHD death plua non-lalli 1011 by 31'11. (paO.OOO1 ). Tha afI«:I 
gn~Qt.WrIIIIatlva~ """"' ratel_I'YkIetrt .. OIt1)r " $lI'1OI'IIhIoItraItrnIonI.lNI 
..ooctionw ....... ando.lgnlllcanlthrolJghQutlhelll1linl ntngfIoIlOlcholeltlRlllevaltand'!l'lQl'OllPl 
lIudiad. Alignlllcantrlductionof 32"Jl. (pooO.D3)intotalcarcllovlSCUllflltlalhl_~Whan 

~IOdIor1NlHllM1iIkIamra.a2.'II.IP-O.D39)redl.oction ln ovenlllmort.allty_aIaC1~alTlO!'Cl 
patientt trlaledwllhpra~. 

n-_no lla~''''''lyeignlflc:'''''cr;IJaranoebe_lroo.trnenI~ ln non-catdiovl_morteIity, 
~ ca/'lClfdealh . Prav ... lItin allo dll;naMdIhert.kIor~m)'OCIfdiII~1Ion 

PftICIIIIJraI (COIOI'IIIY art..-y bypaIs grlIft II\M"gery or oon:on8/)' angIopIaIIy) by 31% (P-O.OO9) and 
lXII"OIlItyangoogra.p/'lyby31 '11. (p-tl.OO7). 
Cardlovllc"rar OlaHII: UP08TAT le alfactiY. In rwdLOdng IhII rIIII !or total mortality, CHO dNIh. 
~_..-yIV«lts(indlJdingm)'O(WdIalInlIlrCtion).fraquanqoof1ltroQorll"1Wlllanllldlemk: 

l118cU(TlA).nMdformyoettdialrava~prooed"""'. and_forholpltallzatlonlnplltientl 

witnlhlltoryolaithermyocardl.rlnlarclionorune_.ngina~. 
In"'long-Tann 1nl_lion with F>ravlllll1n In IKhMIk 01_ (LIPID) .tudy, IhII alfectofprl ..... tatin 
wal ..... Md In 901 ........ and women wi1tllveraga 10 eIfIva1ad ~m choIeIlero1lever. (ba""", Total-

.rthera myQClltd~ ";f~OfIlad been hOIpItall>:ed for LOnatabr. IngiNI pad.;..;1 in IhII pteOICIlng J..16 
monIhto. PlliltnllwiIh.v.ideranoeofblMlinaltovalaolltiglya1ridHwarainclulllld (",.3 mgldl [5.0 
PmIIIIrt.l)1Indanrollrnanlwlllnot .... trlelldby bQaIina IfI ... of HOl c:noIItll:H"Ol. At baMlina, 82%'" 
patiantl_r6OIiYIngaaplrlnand7$'II._.l"tIOeMng~nlihtpltl1lOllvemediCllllon.Patilntalnlhll 

tI'IIlIticII1tlt, dcKJbIoo-blirlG.plfOIbo..Qonltollld.tudypartidpatlldlor.ttllltlot5.6)'811I'1(median-S.8 
~). TlN1mInlwlthprlvlllltlnllQnlflcantlyradL>Cld_risllforCHOlltlathby2."'(pooO. ooo.).Tha 

=~==~==::~~~=:~=~~~~:~ r 
(p-<O.OODI). f'lave&\alln ra<kocad -. _ rill! tor IOteI mortlI~1)' by 23% (poCQ.OOOI) and c.rdIovuc:t.oIat r 
mortalityby25"(p<1l.00011. ThIorllklor~rnyocIt"diaII1IYI1KUlarizationprocl(ilKel(COI'OI'IIIry J 
IIrIIfYbypeIIgtaftlngor~~lXIforIIIry~llYl_signItIcanlIyrecll.ocedby 
20% (p<O.OOCl1l ln ll"leprav .... tlnltNtedt*ilnl$. Pravutalln.rso IiClnlllcanllyradooed IhIrIIIc for J 
stroke by 19'IIo{p-O.O,H7).TrHtmanlwlthpr ...... l8tlnlignil'k::wlllyrwdUClldthel'lJlllberofdlylof 
hospitaljDticnperlOOperaon.yurtolfolow"<4l OyI5"'(p<O.OOI). n...ahdofprlv .. tallnor'lracLQnQ . 
CHO .venlllW81 consI$I&nI ragardIu.I of., OI'ldI<, orll/abeti1:ttaWl. Nnong Pl'u.nt. whoQlllMllld '-
wllhlhlstoryafmyoc:l(dial inlM:tion.prlYllllallnllgnlfiCllnllyradooedtherllkforlOtllmonalltyandlor 
fatalOfnon-fIIaIMI(rIsI!~lortotalmDl\lllly " 21'11.."..o.OOI6:rlskrellvctionrorlllllorngn-hotal 
1011_25"" "..0.0008). M!ong patiroll who ~ with .1Ii.toryof hoIpiIIIlution Ior umbtblllf'9ln8 
f*IQri' , prlVllllltinIlgnlficanOy...ooe.dlhelllkforlOlalmortalll)'_forll1ta1OfI'101'l-f;J1alMI(1IM 
teductlonfortctallTlOllaWty_26"'.p-O.OO3ll;Pllllredlo'Cllo41forlaIajOfnon-laIalMl s 37'11. .p-tl.00(3). 
!IIIIMIChoIfIa1liOl_RIICUIT8IIIE_(CARE)lludyhafl'eclafpreVIIstatloonCOtorlll)'"""IIu... ... 
death and -.ratal UI was .... 1Md In .,511 men and woman with average (normaI)1Ii'III\"1 cIloIIsterol 
lflveI.(basellnemeanTotal-c-209mg1dl),andwtlOlIIId.xpef\eocedarTl)'OC&l"dlllintwctlon lll lhe 
pr1ICIding J..2D months. I".tiant.ln ~ doo.IIlIHIInd. plltCIbo--controlled.tWy partk:l;)eted!or III a-.gl 
or •. 9yaano. T_wlthpreVlllBllnsignillcal1l1yredvcedlhe ... ot • ....,.."...,looronary ..... nI(aither 
CHO death or nonlalal 1011) by 2.'" (peO.OO3) TII4I rwdtlCllon In risk fOf ~ IlOfTIbInad eno:IpCIIo:1t wll 
aIgn/lIcanllotbothmenatld woman. Therlsk"'~ravascularWIlionprocedLOre.{OOfOI1II)'IiIery 
bypII .. graIlingOfparoJtaneoulnn.rLOmlnalOOfOfIIIy~.f)') ...... ~nllyrallocellby27'" 
(p<O.OOI)inllltpravlll8dntrlatedpallenta. PnI",.talinlllollgrjflcanl!)'l'IIIuIladlherltl<lorwokaby ... 

~n~~='~~~~~=~)~~(~IO~1he e 
adverMalfacllafln~ ... lYldenoadbyIll-CRP"""" r ll5thpllC8fllill,lnpatianllw+thCHD. 1n 
1hI~IJ'OUP(n"'38),lIIIralativerilklor-"",oaronary"",,"_1ncreatIdby79%(p<O.05) 
InlUbjactJwilhlnllammatloncornpllradlOlUtljaetlwill"lcutlnftarnmaban.\Ot\IIIlotpraya.t8l1rHra8llO 
subjacts (11-3-«) this 1ncnI~ .. w. Ill'" (NS) 
lnafcllow..L>p.1I.Idy.~RP"""'_~albuellnelnd.ft ... ftV1I)'III .. in472CAREpaIiantI 
wh!;owtH"l IYII1Ifraa. PrwastalinradLOolld,.,...M-CRPIeYeII by 37.S'II. II1drnedi .. """"by21 .$ 'II. 
whenCl(lO'llplll'1lWllhplacebo,lndapendenlol"'......,.,.."of~lDWf1ring. 
"tMrOlCIflrOlIc DIM ... Progr ... lon and Clinical Cardlovaaeullr E~.ntI: PnYlltlliIn r1"lOf'oOtherII ... 
_"""ectIIIIlnrlldoolngbothIhlP'"O!ilrellllonda~lndcardloYllcullr"""I .. IeII In ~ 
cootroIad,"",amongpatienllwilhrnodaralt~lIndalharolcla!vllcClllOklwIClW '" , ...... 
ThIoPravaIllltinUmitaliDnol"~ In IhllCoronaryArlliiota\rlal(Pl.ACI)_1 

J..\'IIt,IlN1CIomIz.cl.IIoL>bIe-bllnd,~.~l«trialamong408p8lienllwlthrnollera. 
hypatCholfls~a(blNIina,,-nlOL.c· '&3rng/<1L. TOI8I-C-231no'dL)1Indcorooary1lfl8fy 
diteeH.P .. Y .. ltOtln~"'''''''IO In .tignlllcenllyl'lCM*ltllt''oI--......y .tto<y ''-'"lt\ 
t\IiTOW'Ing .. ~byqulllllilatlvell'lOk9aphy.ln.proepectIveIypllnnell1lNllysl.oIc*IIcIl 
......,1I00;:cunr.g""'"90IIaY"aftltlnltillting"*IPYIO..."..formaxlmutnlipid~afIact,tru_t 
wIIh prlvll\alln rftIIltad In 117.% reduction In \ha rail of m)lQCllrcllallnfwctlon (filii and nonIlIlI) 
[p-o.OO$].andl82%rIductIOnlorlhac::omlllnllllOldp(*ltotncnllltalrnyocardiallnlan:tion0f8lcav.., 
delth(p-O.02). Forlhlenh,tLOClydIJratlon, myocerdIaIlnfarction(l.talandtlClMalal)flllwelreodL>oad ... 
hy6O%[p-o.04g8) 
The PtaYa""tIn Lmilatlon 01 AlIIItOICIeroIiIin \ha CIIOIId Nta<\el1ri.r (PlAC 11) wal I J..year. 
randomIzed,~.ptacebcK:onttoIlrillamotI\II5IP1l1f1nllwilhmollarlllhypMChole.tatoI­

.mIa(lIes&IInamHl\lOL-C· ' 64"9'dl, ToIII-Cs23otrng/<lL),lnCIcoronatyInClCltOticlI~. 
PraVII.tatln IigniIICIImIy tIduoIId Ihfo '-'I of pI'IlgraUionolll1l\aorolcletolif, in !he oommon alroIid "'*Y 
11 tIIIIwradby B..fn(Idt\lllfalOljOO A~0I8O"101n1hll .. laof~linfarclion(1a1aI1Ind 
nonl""')(psO.0 1 B].and.el~NdudionIor"'oombWlecIendpoinlafnonfatalm)lOCltd"'lnfarctionor " 
.... dMlhlPooO.IW9I_-'O ...... .mongpaliWltrMtlldwllhlQYUlatin. 
Inan.",.ryIlit"'pooIedcinICIIIc::anlkJ¥lICUlIt......,lIft'orrIIhIPlAClandPlAClIltiIr.,lnJII_twllh ...: 
prlvaeI8llnWHlsaocIItadwlth.$1%radI.IdIonlndle ...... lratasformyocttdillWlrctlon(flllland 
nonfltall(p-O.OO3), and.55'11.NdI.oc:tionIorIlll(X)tnlllnedendpolntofnonfltalmyocarlllalinlarctionoral 
CIIUMdeath (p-O.O(9). 
Solid Or!Ian T .. napllntltlon: The lIfaty Ind .1'tIcaoey ", prav,lIIItln InIItmfInl in pat\anlS .--Mng I 
1m~lhIrapytollowWlg ~ lndkldneytranepllll\lll\lon~~ ln rwo 

proepacI/Ya. ~cootroIIIcItwdIat.Pllllnta~IfI8I.clCOtlClJfflflllywitheilherPf1l'l8II8l1n ~ 
(20-4-0rng)ornoprl .... talin.and.aI8OCIIrIIimrnullOlllpprasaiveragimenolcydOlporinland 
~. Cardlacltltll9l .. petlenllllsor.oalYed1WlIhk:lptlnanp..-rofll"le~ 
reglmen. Tre1lln*1lwlthpraYaSl8t1nslgnltlcantly""uoIId""'ralaolClrdlacrejaetlonwtlh~ 
compromIsa .t _ >"If" (p-tl.OO5), ImptVYId _rur aul'YiY.r (p-tl.025~ and row..d "'" rIIIc 01 
coronatyvllCI,W.)p8lnylnthalrantPllnl n t\alllTTllnedby.-.gIQg..,nyatlda~y(psO.049). lnp/l1ien" 

foIlowingkldnayl!1lnapllr'tlation, ptlYaat.IIn ~reduQacj!helncidenceolbloplY1)1'OYll11I1CU1e 
f"1IjocIjonopll<Xil$(psO.O l),thalndclanoloflTUlllplllrajlctionsepisodel(p<O.05).and!heYlloIpuIM 
inja<:tionsofbolhtMltl~l\IsoIona (pooO.I)I)andQI(T3(pKo.o2).PlalmlliplllllYeilwerelaYorlbty 

illllrldbyprav8Itatlntl'_nIPtaYaebrtln_~""'noalgnllkantlno;tu_ in CfN\ina 
~"Ofhapallc~ .... InIOdI\lon,!he .. __ norepor1l!ldeaselofm)'Olltil or -,.,... 
Padlatrtc:UH:"~pIIoebo--oooIrOlladItUdy1n214pedilltk:PI'tioInt8with/lllerOZyOoul1lirOlltll 
hypIorchoIot$Ilf"OIamIIwllloondlM:tacl0Yl(2yMraClVklran(1I-13)'101t1)_fIf"ldomIzad!o~0f 

:ZOmgolprl\'&fll1ln1nCl1III~ CIgIId I •• "yMra)~rartdomir.cltoplacabo0f40rng of 

pnlYlltllIn. There w .. . 1liQni1'lcanl mun~tedL>c:tion lnlOl-CoI ·22.Q>'II. and also ln lOtll 
choIalItetoI (.11.2%) from IM pooled Cllta WIIIyIIt. almilatlO demonIlral.cl atIIcIcy In adL>III on 2D mu 01 
~tal""RecIIICrionI_aIso_In,t..poB. ",wbjac1I~IO\IMtaIl'I, ~ __ no 
dillerencel_1n any ", IhII rnoniIored endoc:tIM plltarnelln (...crH, conIlOI, OHEI\S, FSH. LH. TS H, 
.. 1tIdIoI (gitII) or IHlOIIarona (boyI)) relltlVllo pIaoetIo. Tt..re WIfI no cIaYIIopmantlll di!lararlcal, 
leItioJI ... vokImIchIngoM.OfT_ac:ored~obMtved""lIveIOPIIIotbo, 

PRESENTATION 
UPOSTAT 1IbleI$Iot0000lldmlnistration providing IOmg. 2ilmgOf.wmgPfllvaltlltln SOdIIIrn. 

STORAGE 
DonotllQrwtbovfl25· C. Kaep~cIDMd (prolecllrommoi&tlJra)ProIecIIromIight. 
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