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Food and Drug Administration
Rockyille, MD 20857

TRANSMITTED BY FACSIMILE

Christopher A. Graham :
Director, Worldwide Regulatory Strategy
Pfizer Inc.

235 East 42™ Street

New York, NY 10017

RE: NDA 20-702
Lipitor (atorvastatin calcium) Tablets
MACMIS ID#: 10939

Dear Mr. Graham:;

This letter notifies Pfizer Inc. (Pfizer) that the Division of Drug Marketing, Advertising, and
Communications (DDMAC) has identified a direct-to-consumer (DTC) print advertisement (#LP
106204-B) for Lipitor (atorvastatin calcium) Tablets that is in violation of the Federal Food, Drug, and
Cosmetic Act (Act) and applicable regulations. The ad misleadingly suggests that Lipitor is safer than
other statins. The Lipitor DTC print ad has appeared in magazines with national distribution such as,
Time, Reader's Digest, Good Housekeeping, Woman's Day, Cooking Light, and Health. The Lipitor
“Brief Summary” part of the DTC print ad is misleading because it indicates that Lipitor may lack the
side effects of other members of the statin class of lipid-lowering medications.

Specifically, DDMAC has the following objection to the DTC print ad “Brief Summary.”

The Act and regulations require that prescription drug advertisements include a true statement of
mformation relating to side effects, contraindications (including warnings, precautions, ete.), and
effectiveness (21 U.S.C. 352(n) and 21 CFR 202.1(e)(1)), commonly referred to as the “Brief
Summary.” By indicating in the “Brief Summary” that Lipitor has less serious risks associated with its
use than other lipid-lowering statin medications, this ad is misleading, and therefore does not present a
true statement of information in brief summary relating to side effects and contraindications.
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Lipitor approved product labeling

The Lipitor approved product labeling contains, among other risk information, the following warnings
and precautions:

WARNINGS (bolded)/Skeletal Muscle section:

* “Rare cases of rhabdemyolysis with acute tenal failure secondary to myoglobinuria have been
reported with atorvastatin and with other drugs in this class.” (emphasis added)

WARNINGS/Skeletal Muscle section:

e “The risk of myopathy during treatment with drugs in this class is increased with concurrent
administration of cyclosporine, fibric acid derivatives, erythromyein, niacin, or azole antifungals,

PRECAUTIONS/Drug Interactions section:

* “The risk of myopathy during treatment with drugs of this class is increased with concurrent
administration of cyclosporine, fibric acid derivatives, niacin (nicotinic acid), erythromycin, azole
antifungals (see WARNINGS, Skeletal Muscle).”

Lipitor “Brief Summary”

In contrast, the Lipitor “Brief Summary” as it appears in the full product DTC print ad contains, among
other risk information, these statements:

WARNINGS (bolded)/Skeletal Muscle section:

* “Rhabdomyolysis with acute renal failure secondary to myoglobinuria has been reported with other
drugs in this class.” (emphasis added)

WARNINGS/Skeletal Muscle section:

* “The nisk of myopathy during treatment with other drugs in this class is increased with concurrent
administration of cyclosporine, fibric acid derivatives, erythromycin, niacin, or azole antifungals.”
(emphasis added)

PRECAUTIONS/Drug Interaciions section:

® “The risk of myopathy during treatment with other drugs of this class is increased with concurrent
administration of cyclosporine, fibric acid derivatives, niacin (nicotinic acid), erythromycin, azole
antifungals (see WARNINGS, Skeletal Muscle).” (emphasis added)

These statements in the Lipitor “Brief Summary” fail to disclose (Indeed, they suggest to the contrary)
that atorvastatin (Lipitor) has the same potential for risk of thabdomyolysis (i.e., muscle deterioration
exhibited by muscle pain, tenderness, or weakness) and myopathy as other lipid-Jowering statin drugs.
Overall, this presentation suggests that Lipitor is safer than has been demonstrated. The minimization

of such serious risks associated with Lipitor therapy renders each Lipitor DTC print ad containing this
“Brief Summary” misleading.
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Pfizer should immediately discontinue this ad and all other promotional materials and activities for
Lipitor that contain the same or similar violative presentations. Pfizer should submit a written
response to DDMAC on or before August 26, 2002, describing your intent and plans to comply with
the above, and include the date on which this and other similarly violative materials were discontinued.

Pfizer should respond to the undersigned, by facsimile at (301) 594-6771, or in writing at the Food and
Drug Administration, Division of Drug Marketing, Advertising, and Communications HFD-42, Rm.
8B-45, 5600 Fishers Lane, Rockville, Maryland 20857.

In all future correspondence on this matter, please refer to MACMIS TD# 10939 as well as the NDA
number. DDMAC reminds you that only written communications are considered official.

Sincerely,

{See appended electronic signature page)}

Joan Hankin, JD

Consumer Promotion Analyst

Division of Drug Marketing,
Advertising, and Communications




This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Joan Hankin
8/12/02 04:28:32 PM
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Family history
of high cholesterol.

i il

Rewriting history.

Important information:

LIPITOR® (atorvastatin calcium) is a
prescription drug used with diet to
lower cholesterol, LIPITOR is not for
everyone, including those with liver
disease or possible liver problems,

The bad news: high cholestercl may have as much to do with
women who are nursing, pregnant,

or may become pregnant. LIPITOR family genes as food. The good news: if diet and exercise
has not been shown to prevent heart aren't enough, adding LIPITOR can lower your total cholesterol
disease or heart attacks.

29% to 45% and your bad cholestercl 39% to 60% {average effect
If you take LIPITOR, tell your doctor

, depending on dose). So shake up your tree a little. Cne in five
about any unusnal muscle pain or
weakness. This could be a sign of serious
;ti?;:éf;:;)é;tlzj;;nrﬁzgg:;o;i ;ﬁg to your deoctor to find out if LIPITOR is right for you. To
are currently taking to avoid possible learn merte, contact us at 1-888-LIPITOR or www.lipiter.com.
serious drug interactions. Your doctor
may do simple blood tests to monitor
liver function before and during drug
treatment. The most commonly reported
side eifects are gas, constipation,
stomach pain and indigestion. They

are usually mild and tend to go away. L’p’mR
| atornvastatiry cakoim

Please see additional important information raoets
oI next page. '

people has high cholesterol and millions need treatment — talk

FOR CHOLESSTEROL™

© 2002 Phizer Inc. Al rights reserved. Printed in USA Gey U.S. Pharmaceuticalsil P106204-B




LIPITOR* {Atarvastaun Calciom) Tablets
Briel Summary of Prescribing Information

CONTRAINDICATIONS: Active iver disease or tmexplained persistent elevations of serum transami-
nases. Hypersensithity to any component of this medication. Pregnancy and Lac tation —
Atherosclerosis is a chronic[grocess and discantnuation of lipid-owering drugs during pregnancy
should have litle impact on the cutcome of long-term therapy of pr'\rnarr ypercholesteralemia.
Cholesterol and ather products ol chalestertt biosynthesis are essential campaonenls lor fetal devel-
opment lincluding synthesis of sternids and cell membranes). Snce HMG-CoA reductase inhititors
decrease cholesterol synthesis and possibly the synthesis of other biologically active substances
derived fram cholestercl, they may cause letal harm when administered 1o pregnant women.
Therefore, HMEG-CoA reduciase inhibitors are contraindicated during pregnancy and in nursing moth-
ers. ATORVASTATIN SHOULD BE ADMINISTERED 70 WOMEN OF CHILOBEARING AGE ONLY WHEN
SUCH PATIENTS ARE HIGHLY UNLIKELY TO ECNCEIVE AND HAVE BEEN INFORMED OF THE POTEN-
TIAL HAZARDS. i the patient becomes pregnant while taking shis drug, therapy should be discontin-
ued and the patient apprised of the polential hazard 1o the leius.

WARNINGS: Liver Dystunction — KMG-CoA reductase inhibitors, like scme other lipid-lawering
therapies, have been associated with biochemical abnarmalities of liver hunction. Persistent
elevations (>3 times the upper limit of normal [ULN] occurring on 2 or more occasions) in sesum

h | im 0L7% of pati received in in clinfcal trials. The inci-
dence of these abnormalities was 0.2%, 0.2%, 0.5%, and 2:3% for 10, 20, 4), and 39 mg, mmecﬁuely.
Cne patientin clinical triaks developed jaundice. Increases in liver functian tests ILFFPm other
patients were nat assaciated with jaundice or other clinical signs or symptoms. Upen dose reduction,
drug interruption, ar discontinuaton, transaminase levels returned to or near pretreatment levels ~
without sequelae. Eighteen of 30 palients wih persistent LFY elevations continued treatment with a
reduced dose of storvastatin. t i rec ded that fiver funciion tests be perfonned prior o and at
12 weeks lolowing both the inituation of therapy and any elevetion of dose, and periodically leg.
semiannually] theveafter. Liver enzyme changes generally occur in the first 3 manths of treatment
with atorvastatin. Patients wha develop increased transaminase levels should be monitored untl the
abnormalities resalve. Should an increase in ALT or AST of >3 times ULN persist, reducton of dose or
withdrawal of atorvastatin is recormmerded. Atorvastatin should be used with caution in patients who
consume substarial quantities of alcohol and/or have a history of liver disease. Activa Fver disease
or ungxplained persistent transaminase elevations are conirairndications to the use of abrvastatn
(see CONTRAINDICATIDNS). Skeletal Muscle — Rhabidomyolysis with acute renal Failure secong-
ary 1 myoglobinuria has been reported with other dm\f in this class, Uncompiicated myalgia has
been reparted in atorvastabn-treated patents (see ADVERSE REACTIONS). Myopathy, defined as
muscle aches ar muscle weakness in canjunclion with increases in creatine phosphokinase [CPK)

values >10 times ULN, should he considered in any patient with diffuse myalgias, muscle lendemess
or weakness, and/or marked elevation of CPX. Pabents should be advised 10 report prompily unex-
plained muscle pain, tendemess ar weakness, particufarly it accompanied by malaise ar Jever,
Atrvastatin therapy should be discontinued if markedly elevated CPK levels pcour or mycpathy is
diagnosed or suspacted. The risk of myopathy during reatment with ather drugs in this classis
increased with cancurrent administraton of cyclosporing, fibric acid derivatives, erythromycin,
niacin, or azole antifungals. Physicians considering combined therapy with atorvastatin and fibric
acid derivatives, erythronycin, immuncsuppressive drugs, azole antilungals, o li&d-iowering doses
ol niacin should carefulty weigh the potental benefts and risks and should carefully monnor patients
far any Sai?ns or symplems of muscle pain, lenderness, or weakness, particularly during 1he inftial
months of thera g and during any.periods of upward dosage tiaticn of either drug. Periodic creatine
phusphokinasef PK} daterminations may be considered n such siwations, but there is no assurance
that such rnunhorinF will prevent the octurrence of sevece myapathy. Atorvastatin therapy should be
temporarily withheld or discontinued i any patient with an acute, serious condition soggestive of a
myopathy or having a risk factor predi g to the develop of renal Failure secondary to rhab-
damynlysis {eq, severe acule 'Mecﬁm"l;ypatensior.l. major surgery, rauma, severe metabolic,
Y Iy an oo e )
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PRECAUTIONS: General — Before instituting therapy with atorvastatin, an atlerngt should be made w
cantrol hypercholesterolemia with appropriate diet, exercise, and waight reductian in obese pabients,
and to 1reat other underlying medical pratlems {see INDICATICNS AND USAGE in full prescabing
infarmation). Information for Patients — Patients should be advised I repart prompty unexplained
muscle pain, tendemess, or weakness, particularty d accompaniad by malaise or fever. Orug
Interactioms — Tha risk of myopathy dun’n% reaiment with other drugs of this class is increased with
concurrent administration of eyclosporine, fibric acid derivatives, niacin (nicotinic acid), enrmrarrgcin.
azole antifungals |see WARNINGS, Skeletal Muscle). Amtscid:When atrvastatin and Maalox® T
suspension were coadministered, plasma concentrations of atorvastatin decreased approximately
33%. However, LDL-C reduction was nat altered. Antipyrine: Because atorvastatin does not affect the
pharmacakinetics of antipyrine, interactions with other drugs metabolized via the same cylochrome
isozymes are nol expected. Cofestipol Plasma cancentrations of storvastatin decreased approx-
mately 25% when colestpol and alorvastatin were caadministered. Howaver, LDL-C reduction was
grealer when atorvastatin and cotestipal were coadministerad than when either drug was given
alone. Cimetidine; Atorvastatin plasma cancentrations and LDL-C reduction were not altered by
coadministration of cimetiding. Dﬂrl'gaxi;r:When multple doses of atarvastatin and digoxin were coad-
ministered, steady-state plasma :?Qxln cancentrations increased by approximately 20%. Patients
tzking digoxin shauld be monnored appropriately. Erythroinycin: In healthy individuals, plasma con-
cerrations of atorvastatin increa sed apﬁrox'rmatel’y 40% with coadmimstration of atorvastatin and
erythrermyein, a known inhibitar of cytochrome P450 384 |see WARNINGS, Skeletal Muscle). Oref
Camc?ﬁva:CDadministratiur] of alorvastatin and an pral contraceptive increased AUC values lor
norethindrone and ethinyl estradiol by approximately 30% and 20%. These increases shauld be con-
sidered when selectng an oral conraceptive for a woman taking atorvastatin. Warria: Atorvastatin
had ng clinically significant effect on prothrambin ime when adminislered 1o patients receiving
chronic warfarin reatment. Endocrme Function — HMG-CoA reductase inbrbitors imerlere with cho-
lesterul synthesis and theoretically might blunt adrenal and/or gonadal steroid production. Clinical
studies have shown that atorvastatin does not reduce basal plasma cortisal concentration ar irnpair
adrenal reserve. The effects of HMG-CoA reductase inhibitors on male fertility have not been studied
in adequate numbers of palients. The effects, if any, on the pituttary-ganadal axis in premencpausal
wormen are unknown. Caution should be uxerciser‘{if an HMG-CoA reductase inhibilar is adminis-
tered cancomitantly with drugs that may decrease the levels ar activity of endogenous steroid hor-
mones, such as kelocanazole, spironolactone, and cimetidine. ENS Taxicity — Brain hemorrhage
was seenin a female dog ireated for 3 months at 120 mg/kg/day. Brain hemorrhage and optic nerve
vacuolation were seen in another lemale dog that was sacrificed in moribund conditicn after 11
weeks 0f escalating doses up 1o 280 mgkg/day. The 120 mgikg dose resulted in a systemic exposure
approximately 16 imes the human plasma area-under-the-curve [AUC, 0-24 hours} based on the max-
imum human dase of 80 mg/day. A single tonic convulsion was seen in each of 2 male dogs (one
treated at 19 mg/kgiday and one at1 rn?/kg/day] in a 2-year study. No CNS lestons have been
observed in mice after chronic reatment for up ta 2 years at doses up to 400 mg/ka/day or in rats at
doses up Io 100 my/kg/day. These doses were 6 to 11 times {mouse| and 8 1o 1§ imes [ra1} the human
AUC [0-24) based on the maximurm recommended human dose of 30 mg/day. CNS vascular lesions,
charagterized by perivascular hemorrhages, edama, and mononuclear cell infilzation of perivascular
spaces, have been observed in dogs reated wath ather members of this class. A chermcaly similar
drug in this class produced apfic nerve degeneratsion |Wallerian degeneration al resnogeniculate
fiberst in clinicalty normal dags in a dose-dependent fashicn ata dase that produced plasma dru
levels about 30 tmes higher than the mean ‘:Frug level in humans taking the Righesl recommende
dase. Carcinogenesss, M w5, Impaimnent of Fertility — In a 2-year carcinogenicity study in
rats atdose levels of 10, 30, and 100 mg/ky/day, 2 rare tumors were found in musclé in high-dose
females: in one, there was a rhabdomyosarcama and, in another, there was a fiyrosarcoma, This
dase represents a%asma ALIC (0-24} value of approumatedy 16 times the mean humazrénplasma drug
expasure after an B my gral dose. A 2-year carcmogenicity study in mice gven 100, 200, or 406
ma/kg/day resulted in a significant increase in liver adenomas in high-dose males and liver carcing-
mas n high-dose females. These hndings accurred at plasma AUE%U-E) values ol approximately 6
times the mean human plasma drulq exposure after an 80 m?]oral dose. In vitro, atorvaslatin was nol
m_magemc or clastogenic in the follawing tests with and witheut metabolic activaton: the Ames test
with Safmonella typhimuriuvm and Escherichia coli, the HGPRT lorward mutation assay in Chinese
hamster lung cells, and the chromosomal aberration assay in Chinese hamster lung cedls.
Atarvastabn was negative in the in wive mouse micronucleus test, Studies in rats performed al doses
up1a 175 mg/kg (15 vmes the human exposure) produced no changes in fertlity.

© 2002 Pfizar Inc.

There was aplasia and aspermia in the epididymis of 2 of 10 rats reated with 100 mgfkgfday af ator-
vastatn for 3 months |16 tmes the human AUC at the 80 mg dese); lestis weighls wers significantly
loweer at 30 and 100 ma/kg and epididymal weight was lower at 100 my/kq. Male rats given 100
mg/kg/day for 17 weeks pricr to mating had decreased sperm motlity, spermatid head concentra-
tion, and increased abgmmal;ptlerm torvastatin cdaused rfl?oa%tarsez% :};{L‘s(or SEMen paramerers,
or reproductive organ histopathology in dogs niven doses of 10,40, o 1 g for two years.
P =p ¥ — Preg) y Categosy %See EDRITRA]NDICATIONS. Safety in pregnant wamen has not
been established. Atorvastatin crosses the rat placena and reaches a level in Tetal liver equivalent
1o that of maternal plasma. Atarvastatin was not leratogenic in rais at doses up to 300 m;ﬂ( day ar
in rabbits at doses up to 100 mg/kg/day. These doses resulted in multiples of about 30 tmes frat) ar
20 times Irabbit] the Emman exposure hased on surface area (mg/m’:. 1n a study in rats given 20, 100,
or 225 mgij.t‘da\,_', from gestation day 7 through Lo faclabion gay Zi (weaning), there was decreased
Bu;] survival at birth, neonate, wearing, and maturity in pups of mathers desed with 225 mgfkgiday.
ody weight was decreased on days 4 and 21 pups of mothers dosed at 100 mg/kgiday; pup bady
weight was decreased at birth and at days 4, 21, and 91 at 225 mgfkg;‘dag Pup development was
delayed {ratorod performance at 100 ma/kgiday and acoustc starde at 225 mg/kg/day, pinnae
detachment and eye opaning at 225 mg/kg/dayl. These doses correspond 1o 6 times (100 mg/kg) and
22times 225 mg/kg) the human AUC at SOrn%}‘da . Rare reports of congenital anomalies have been
received lallowing intrauterine exposure to HMG-CoA reductase inbibitors. There has been one report
of severe congenial bony deformity, tracheo-esophageal fistula, and anal atresia (VATER assacia-
tion} in a kaby barn ta a womnan wha ok avastatn with dextroamphetamine sulfate during the first
timester of pregnancy. LIPITOR should be administered to women of childbearing potential only
when such patients are highly unlikely to canceive and have heen infarmed of the patential hazards.
If the woman becames pregnant while taking}LlPlTUR, it should bie discontinued and the patient
athased anain a5 to the potential hazards 1o the fetus. Nursing rs — Nursing rat pups had
plasma and liver drug levels of 50% and 40%, respectively, af that in their mother's milk. Because of
the potential for adverse reactions in nursing infants, wornien taking LIPITOR showld not hreastieed
{see CONTRAINDICATIONS). Pethatric Use — Treatment experience in a pedlawiri:‘po wation is lim-
ned to dases of LIPITOR wp to 80 my/day far 1 year in B patents with homozygeus FH. Na clinical or
biochemica! abacrmalities wera reported in these patients. None of these patients was below 9
years of age. Geriatric Use — Treatment experience in adults age 270 years with doses of LIPITOR
up to 80 my/day has been evaluated in 221 patients. The salety and efficacy of LIPITOR in this papuia-
tion were similar to those of patients <70 years of age.
ADVERSE REACTIONS: LIPITOR is generafly well tolerated, Adverse reactions have usually been
mild and ransient. In controfed clinical studies of 2,502 patients, <2% of patients were discontinued
due o adverse expeniences atiributable w0 atarvastatin. The mast frequent adverse avents thaught
to be related 1o atorvastatin were canstipation, Natulence, dyspepsia, and abdomina! pain, Chinical
rse Experiences — Adverse experiences reported in 22% of patents in placeba-controlled
clinical stugies of atorvastatin, regardless of causality assessment, are shown in the foliowing table.

Adverse Events in Placebo-Comtrolled Stirdies [% of Patients)

BODY SYSTEM Placebn  Albrvastatin Atorvasiatin_ Atarvastatin | Atorvastatin
Adverse Event 10 mg 20 mg 40 mg B0 mg
N=2770 N =363 N=36 N=79 N=%
BODY AS A WHOLE
Infection 100 103 28 10.1 74
Headache 70 54 167 25 ]
Accidental frjury 37 42 ao 13 32
Flu Syndrome P8 22 a0 25 3z
Abdominal Pain 07 8 0o 38 21
Back Pain 20 8 e 18 1.1
Altergic Reactian 26 o:] 28 13 oo
Asthenia 19 2.2 ae 38 00
DIGESTIVE SYSTEM
Constipation 18 21 a0 25 11
Diarrhea 15 27 0.0 a8 53
Dyspepsia 4.1 23 28 13 21
Hatulence 33 21 28 13 1.1
RESPIRATORY SYSTEM
Sinusiis 25 28 00 25 64
Pharyngitis 15 5 00 13 23
SKIN AND APPENDAGES
Rash b7 KA 8 38 1.1
MUSCULOSKELETAL SYSTEM
Arthralgia 15 20 oo 5 a0
Myalgia 13 iz S6 13 a6

The following adverse events were reported, regardiess of causality assessment in patierts trealed
with atorvastatin in clinical mals. The events in italics occurred in >2% of patients gnd the events in
plain type nccurred in <2% af patients.

Body as a Whote: Chest pain, face edema, lever, neck rigidity, malaise, photosensitvity reacton, gen-
eralzed edema. Digesiive System: Nausea, gastroentents, Yver function tests abnermad, colitis, vom-
iting, gastritis, dry mouth, rectal hemarrhal_fe, esophagits, eructation, glossitis, mauth ulceration,
anorexia, increased appetite, stomattis, biliary pain, cheilitis, duodenal ulcer, dysphagia, enterins,
melena, gum hemorrhage, stomach ulcer, tenesmus, ulcerative stomatitis, hepatitis, pancre atits,
chalestatic jaundice. Respiratory Systear Bronchitis, rhinitis, pneumania, dyspnea, asthma, epistaxis.
Nm«s.ﬁymm- tnsommia, dizziness, paresthesia, samnalence, amnesia, abnormal dreams, libide
decreased, emotional Jabikty, incoordinauon, peripheral neuropathy, torticollis, facial paralysis, hyper-
kinesia, degression, hypesthesia, hypenonia. Musculoskeletal Systear Arthritis, leg cramps, bursits,
tennsynawitis, myasthenia, tlendinous contracture, myasits. Skim and Jages: Pruritus, contact
dermabts, alopecia, dry skin, sweating, acne, urbcania, eczema, seborrhea, skin ulcer. it
Systen: Urinary ract mnfec tion, urinary [requency, cysts, hematunia, impotence, dysuria, ladney cal-
cutus, nocturia, epididymitis, fibrocysbe breast, vaginel hemorrhage, albuminuria, breast enlargement,
metrorrhagia, nephritis, urinary incantinence, urirary retention, uninary urgency, abnormal ejacula-
ticn, werine hemorrhage. Special Senses: Amhlyopia, tinnitus, dry eyes, refraction discrder, aye hem-
crrhage, dealness, glaucoma, parasmia, 1aste ioss, 1aste perversion. Cardiovascirlar 5 :
Palpitaticn, vasodilatation, SYNCOpE, Migraing, postural hygutension, phlebitis, arthythmia, angina pec-
loris, hypertension, Mectabolic and Nutritional Disords eripheral edema, thergiy:emia, creating
Ehusphokmase ncreased, gout, weight gain, hypoglycemia. Hemic and Lymphatic Systosy

cchymasis, anemia, iwnphadenogalhy, thrombacytopenia, petechia. Postimtroduction Reparts —
Adverse evens associaled with LIPITOR therapy reported since market introduction, that are not listed
above, regardiess of causality assessment, include the Joliowing: anaphylaxis, angioneurctic edeme,
bullaus rashes [inchiding erythema multifarme, Stevens-Johnson syndrome, and taxic epidermal
necrolysis), and rhabdomyalysis.

OVERDGSAGE: There is na specific treatment for atorvastalin overdosage. In the event of an gver-
dose, the patient shouid be treated symptomatically, and suppartive measures instituted as required.
Que to extensive drug binding to plasma proteins, hemodialysis is nat expected to significandy
enhance atorvastatin clearance.

This y provides imp inf ion about Ligitor. For more information, please ask
your doctor, phammacist or healthcare professional to provide the protessionat labeling and thea
discuss it with them.
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