





vﬁm& i S.& Bizyme _mwsemaq

f esbibulosachlen Wallartan gt u@%&«m? i
g sl ganghon £l choamatiesls i dogs beated B 14 weeks al 180
© mghadilay, 8 dose Wiith ﬁ&ﬁnwmgaﬁgwﬁe@xﬁi shiflar 1o that seen
with tha B mrmﬁ Cargin ;Lo

Fartifity: Plaase see Ful Prusc] P Py

- & Sew CONTRANDIGATIONS, u&% in mwwqrmxm WKL _éw@&_m%

PRAVACHOL®

(pravaslalin sodium) Tablets

NS

Fidualali s nok teralonentc I rals 21 005 ip 10 10020 g7y daly or I 7at ”
Bver Gisense o sx%& stant 5%, iese doses aﬁﬁ&n A0 fratibll) o7 1 wﬁ e :
| Bp i et fare reparts of oo Cokoraly Siaries sy
i :@ﬁg% 3 iy @qﬁm& sha Faiiierne exposire B olhes HiS ﬁ% i
éé_, ki Leren. sragy of orinnny ynerholests e

: .umn&ﬁmm el b Rs&%m % ity Mgiw? wﬁmm«a Tk s sludy [PLAC ﬁ., Rattoesion

gg@% e w ﬂwwggﬂw in woinen erposcd 1o shnes

\pananis for fetal sglainad musels sein, 1 3 0¥ w&r@g 4

egcss o b .
s o tae e WARIRIGS: Skeleal z&;«h - congents snomsies, spostanatss ebirbions - dsalsiatibinhs did not %ﬁﬁ%ﬁm e agm;ﬁ %ﬂw«.ﬂ%ﬁwﬂm "
w:ga Sssive mgw 5 need el would B8 sxpectud in the general i, The mambes of cases arsop Was 5 the pacob gute g@% i e
i Scu VIARNINGS: Saletal Vs, ytacyome Pis0 24 gxw%a&smx%gﬁag.m -0r-{0it b sese o Congeatal anomalies aver : ;
- vivo data indicate amﬂ ravashalii is a0 melabolized by : i

... ﬂvkwm_wmw_a;%muig.ﬂ;%ﬁ&ﬁw»
g mx 2.8 yirs in PLAC 1, PLAC U, IAPS, and RE
! an f0SL COmnon {oasns

the 2. i 5% uf the p

v clioally signifieant sxient, This hus boun Shovan In studiss wih keown ylochesine
PA50 381 jhibiiney .&wﬁa and i sl Diher. aipics z. -
Te  Cylochitme PASG 34 ibitors inciude ketonorazol .

S% &@wu& i 55 B e %Bﬁm E@mw eapy vl :
Lifisarem - Steaty slale leepls of dilliagem (o ¥ : qﬁé”%.gm i u_e 5, iremioen
bad oo effact o Wi pharsssotkinelics of pravastalis, it a8 .33 3 prsghancy. reEngnlng
ediase e by v i g palential any whien

b ¥ been lniormied of the
hadmds, Ha A vastatin is éxcreled in
: a&.&w m%.% il % ﬂag ol whs tanst K. Dbcause of the oo 5
.§m§ pegheopolein wma | 85 Comaed t . - infanis, women Saking FRAVACHOL should ned swse ises CONTRAIDICATIONS).
fon  SEChA LY mhmﬁé% S wmw ihat he et ﬁﬁﬁgﬁ wm% : L] y
o aﬁxﬁmmﬁﬁ&g ioa .Mwww@ s Eﬁma&g&n@
e

o : drnspon : : o e ..3g$§§w§§§n§ma@mﬁ& et led with 3
“_,_um» q@w“ﬁnﬁ&ﬁuwﬂﬁw B it e st y : el Ll S ﬁwﬁﬁm%@%&gg_g%ﬁ L 100 B e, A fhisse Javo stutios, 36.1%
e o gl 1o o upner Co 0 ol pravasiatin subjacts ws 65 and viler and 0.8% wore aged 75 and oidar.

. The benaficial itec! o pravaitalia b ddety sobsols I reducng sandivasaular
g avents and in muibying lisld profiles was sieiar B that seen i younger subjcls;
othar &&W amr&%& s the e The adverse goenl profie i o oldenty was shmilar 1o that In te overall pogalation,
S B Chslsstranme Calsstipod G Qﬁ@ﬁ& %ﬁm“g T ok iDenfied difnnes i resionses
ety 40 10 S0 sipcrmase in the S :

(18 vs 1.9 Gpper Raspiritory lnfec
: &m&%&gwyg.

SHcriship to sty diug Mot ocisral
/i ts i Mhe Eng-lecn Lol fnckeled e
- tallowing, frequencies were sinilar In plaeba-frenmd patienis: ?amimscﬁ
siarilis, demnalils, depess of sidn, soels b slinurmalt .mmﬁ%xm gopecia.

i ; usticarla. EndocrneMezabolic: sexi uﬁﬁuﬁ?_ it whan :
e e 55 S i B L

| e sy 0 brangd - ot 7% : bl g
o povesain-osta) gl s 12% of pliosbe-lnated jabuls were ﬁﬁmw;%&w@%@ﬁmﬁﬁ%ﬁ&%,ﬁﬁﬁﬁ vmmuﬁ*ﬁawﬂm
; il _mwx bt v:ma»awﬁ.m  Experiunce; In aiciics o 1 @ients repontsd sbove, 25 ol ONST trugs B e
! - plass, fhe ﬁ%ﬂﬂ%&%&&&ﬂ.%.gg Toported tarely durig posimaEding

£

pei §m§_§%§,. v
{sey CORTHAINDICATIO

; EXPRLENGE with FRGARIREL Of Ca sssesamanl Muscuiskihedy)

" fregurthess of atibulion] repoted In vﬁn_ e e %ﬁw Ssh kg horetim of “.@wﬂm‘% wmw@.. gnﬁﬂ %aﬁmmﬁﬁgﬁ,ﬁ

- i o eration of laye, el of exla- wovsment.
plazeno-caroles 1es of W D Tour moMhs dustioh e ugnsn i e table  peripl e pelsy. i u s

s anaphins, hipes

- below: ako shown gtk the Eamamwmwa& patients b whoat ":@m énﬁm seents

s Belkvid B b related of possi whatid o e drug ?mnaﬁa anemia, positive AN, ,m% Increase. atinitls artheelgla
kkkkk Adverse Events in =2 Percent of Patients Trealsd wilh P . Blilis, ingieise. v eaidennal necilysis, ervtliems i
* - In Shorl-Term vﬁm@?mg_am_&#gw | Byl pliilestingl: pancredlite, hagatitls

= il ...”..t_méw. m‘m&»ﬁ&a&

: 16 Stidy Drug : il
Body SyetcnvEeent  Provasials  Piateho  Prwasin | Plaska “Gyrecomas oy, »ﬁ% : :
m&z_ 6o %aw@w a8t % . e W.Hajwﬁm. 4G =803 N=d4i) amgma nyﬁwgs?m gn.a%&ﬂ Ranction abnuimaiilios. _a.g.i :
T ifrachion stodis vl % f patlets wﬁﬁaga il patents Yol paint Tust Abnormalition: ersasi b gerun ALY, A5T) vl s GO
: : il ueid o probucel, o : e bean obsarvnd (sen WARNINGS). wﬂ. i Pras:
i m&aﬁ@ silicant. cifierences e woie soen wnen bl . . 1L rEporled. Eusinophl Couns dsuilly aormal espils conliied
erestalin  PRAGACHOL [pravasiitn el wes sdnivistered. Endoceboe Fundtion: HI5G-Co Gt et P 40 o e %@w A, hmmbocAaeni, Bl Jelkuenia bavs been repored wil)
. xperlencing a0 ruauiies wihibiors {otedere Wi 2l fovar i o . HIG-Cud rsductase inbiitors. - Gonconiitant Therapy: Prvasialic hes oeer -
: renal fallure st Hvas and, as such, might theoretically blunt advenal or genadal storoid 4 g m,.m ity with | eotestinol, nicatinic and, srobucat
1ol 106 SUIDETY:  fomene orctiog | Resyfis o1 chical I Wik pravestatin B mefes on e i : mg@mcur Pralinisary dat supgest Bl the sdation of eitier probsal or
| ar tmcontrelied Temales were iatint it tegard lo pessible el of B . o n R e beoail I ey walt iovastalia of pravastatin b nod assoclated with greatsr
; .p&vaﬁ.gﬁ (ROUEIASY g o baced sierc] hormone Bvels, U Uy 01 21 ales, e &2 a5 can e ot in LDL-aikestnol Ham S achdeved with Sovastaln or pravastidn
= 2 10 fuemen chrosic gonadohorsn vas sigeics a o o a4 880 EC 39 ook o adverse fuasiins snine 1o the tombintion o i additon to liose
; 516 ks of headment will 40 g of Howews, syt . Lonstpalon SoAh it 24 51 o peeviusly reparied for sach drug s boesn sepoiiad, Myopaing and
- polients showing & 250% tse I plsma Bslostarone o el Ol - T 5 o e .gﬁ%ﬂéwﬁwwwmw viithoit Bl e B
; Sty 3 L Heathien ; 8 ol : | med Bl combination
%ﬁ%ﬂ;mﬁémﬁ w%ﬁéuﬁwﬁ@i%mgnw . :;WM%M o Q i : . .ﬁmﬂdﬂw 5 it Bﬁ%ﬁu e, o Erwﬂmmﬁaw . it
ke B | 4 ol i : wp Goncomil T sutictace Insibiions i thate
stidind Smaﬁuux anbets of pationts. The efocts i any of pravastatin ! ﬂm&mg Wmﬂ ww Ww iy ﬁ%&@ ot raco ARHINGS: Skeletat ,.Een_n e
displey clisical ﬁ.@? ., fluenze - . . i 0p uzasgé -
; i W&www&m.& 4%% Mm wm m:w 5 cum#ﬁmbmm o &umm thare o i o swith of
< : f . : : K pravastelin, i an overdise. oo o b i Syl Hmmq il
i il i s dop ﬁﬁaﬁﬁ e Y R R
i i sions; ammmwirg w,m wg%n%q..:oﬁaaﬁmﬁ and efamn w0 mﬂ%ﬁﬂ 82 mm.. ‘um wvw VIRREINGS ; .
i of perliEsCuiar SDates, Wil see ) degs lreaten valh Bansbeniin = o ! T REFERENCE:  'Msnsan dak mﬁﬂ .amrg shenses f,
pkgiday. Those etfecls i dogs wire et e o P 1.%».&93_ g{%wg& of Lovasiatin m“ﬁﬁm% %& e
i st of 20 gy igary mw.aﬁ? 24 b 07 e e m: .&L m.. ) Duting
: : m_waﬁg Cold . Mw w.ﬂv Mm mm : o | -
108S; Govreril: PAAMMEHOL oy eizvats sresbng wsplsinase : b e . e
e s bty L AUVERSE RERGTIONS) Thie s umﬁ aﬁ 4, 4 G085 stodued Cough - : - 28 1.3 9% it} B3 BT 42 % m:ma wﬁmwﬁ_zwm “ompany
o o dagrogis of el pal o s paliont o Bwerany vt ma;mﬁa

plssma drag lewls about 30 times bigher Tan e mes b in hemans "Statistically significanty ditsant o placeba. S1540018 . . ?: 1 U843 US A Redsed iy 2002










Mﬂ% s groae Than AT B ss
wmwmwmmwmmw
i) prvastate

‘3

BT

WO p0ae §0 SESIE O oAt

xmmmmwmummm et e whial i e geeted

e Ll szt iy coegonis] aomabes

b

wmwem

HpaTioisasamis. Praveces
arnup of pabants, 1l-has biwa
LI recaptors. Aerad fasdfchncg
grm«mmm

| &
wwmmw.m”m”um pravesiafin.
i mmuwmhwmhwgmm

m ﬁm‘;ﬁrhlim
when e with

L
m Tramp 2.0 ve, 185

b | {m 5 09 Mt 52

i i . T AL i
vaosin (e MICY for provaslali whi ven with cinelidios
nfm
msvmmmafsﬁmmmw
hmmmmhupm mnmmmmmn

20 G
wwxw%um
ot wed pren

Sy i 0 healf

B i Clusubig
%HW mﬂ‘m%‘émv et i oS
st i an inenines
4 """tﬂa §§md&mﬂm&mdmm R,

g

i gz o i .50 mmmmw» wwa tgmlmlum ot




R LOUISIANA MEDICAID
\ILABLE ON PREFERRED DRUG LIST-PDL.

Proven efficacy to lower
LDL-C by 34%"

PRAVACHOL, n = 81/282; placebo, n = 112/3(

Help prevent both first/recurrent Ml and stroke and™””;

e Lower LDL-C and triglycerides; raise HDL-C'
= Slow progression of atherosclerosis'
* Reduce need for angioplasty and bypass surgery®

» Not metabolized by CYP450 system to a clinically significant extent

« CYP450 3A4 metabolizes more than 50% of drugs prescribed®

e The risk of myopathy during treatment with another HMG-CoA reductase
inhibitor is increased with concurrent therapy with erythromycin,
cyclosporine, niacin, or fibrates. The combined use of PRAVACHOL and
fibrates should be avoided unless the benefit of further alterations in lipid
levels is likely to outweigh the increased risk of this drug combination.




Mean reduction of 37%

e Same LFT recommendation as PRAVACHOL lower doses—ONLY at
baseline/titrating/clinically indicated

e Confidence to start patients on PRAVACHOL 40 mg-the ONLY |
recommended starting dose“

» PRAVACHOL is contraindicated for patients who are pregnant or nursing and in the presenc:ef_
of active liver disease or unexplained persistent transaminase elevations.

s Myopathy should be considered in any patient with diffuse myalgias, muscle tandemﬁss or
weakness, and/or marked elevation of creatine phosphokinase (CPK). Patients should be -
advised to promptly report unexplained muscle pain, tenderness, or weakness, particularly if
accompanied by malaise or fever. ' -

« It is recommended that liver function tests be performed prior to initiating therapy, prior -
to increasing the dose, and when otherwise clinically indicated. If a patient develops
increased transaminase levels, or signs and symptoms of liver disease, more frequent
monitoring may be required. Withdrawal of PRAYACHOL is recommended if an increase
in AST or ALT of =3x ULN persists.

« PRAVACHOL is well tolerated. The most common adverse events are rash, fatigue, headache,
and dizziness.
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