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vaginal hemorrhage, breast enlargement, metrorrhagia, nephritis, urinary incontinence, 
urinary retention, urinary urgency, abnormal ejaculation, uterine hemorrhage. 
 
Special Senses: Amblyopia, tinnitus, dry eyes, refraction disorder, eye hemorrhage, 
deafness, glaucoma, parosmia, taste loss, taste perversion. 
 
Cardiovascular System: Palpitation, vasodilatation, syncope, migraine, postural 
hypotension, phlebitis, arrhythmia, angina pectoris, hypertension. 
 
Metabolic and Nutritional Disorders: Peripheral edema, hyperglycemia, creatine 
phosphokinase increased, gout, weight gain, hypoglycemia. 
 
Hemic and Lymphatic System: Ecchymosis, anemia, lymphadenopathy, 
thrombocytopenia, petechia. 
 
Postintroduction Reports 
 
Adverse events associated with LIPITOR therapy reported since market introduction, that 
are not listed above, regardless of causality assessment, include the following: 
anaphylaxis, angioneurotic edema, bullous rashes (including erythema multiforme, 
Stevens-Johnson syndrome, and toxic epidermal necrolysis), rhabdomyolysis, fatigue, 
and tendon rupture. 
 
Pediatric Patients (ages 10-17 years) 
In a 26-week controlled study in boys and postmenarchal girls (n=140), the safety and 
tolerability profile of LIPITOR 10 to 20 mg daily was generally similar to that of placebo 
(see CLINICAL PHARMACOLOGY, Clinical Studies section and PRECAUTIONS, 
Pediatric Use). 
 

OVERDOSAGE 
 
There is no specific treatment for atorvastatin overdosage. In the event of an overdose, 
the patient should be treated symptomatically, and supportive measures instituted as 
required.  Due to extensive drug binding to plasma proteins, hemodialysis is not expected 
to significantly enhance atorvastatin clearance. 
 

DOSAGE AND ADMINISTRATION 
 
The patient should be placed on a standard cholesterol-lowering diet before receiving 
LIPITOR and should continue on this diet during treatment with LIPITOR. 
 
Hypercholesterolemia (Heterozygous Familial and Nonfamilial) and Mixed 
Dyslipidemia (Fredrickson Types IIa and IIb) 
 
The recommended starting dose of LIPITOR is 10 or 20 mg once daily. Patients who 
require a large reduction in LDL-C (more than 45%) may be started at 40 mg once daily. 
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The dosage range of LIPITOR is 10 to 80 mg once daily. LIPITOR can be administered 
as a single dose at any time of the day, with or without food. The starting dose and 
maintenance doses of LIPITOR should be individualized according to patient 
characteristics such as goal of therapy and response (see NCEP Guidelines, summarized 
in Table 7). After initiation and/or upon titration of LIPITOR, lipid levels should be 
analyzed within 2 to 4 weeks and dosage adjusted accordingly. 
 
Since the goal of treatment is to lower LDL-C, the NCEP recommends that LDL-C levels 
be used to initiate and assess treatment response. Only if LDL-C levels are not available, 
should total-C be used to monitor therapy. 
 
Heterozygous Familial Hypercholesterolemia in Pediatric Patients (10-17 years of 
age) 
The recommended starting dose of LIPITOR is 10 mg/day; the maximum recommended 
dose is 20 mg/day (doses greater than 20 mg have not been studied in this patient 
population). Doses should be individualized according to the recommended goal of 
therapy (see NCEP Pediatric Panel Guidelinesi, CLINICAL PHARMACOLOGY, and 
INDICATIONS AND USAGE). Adjustments should be made at intervals of 4 weeks or 
more. 
 
Homozygous Familial Hypercholesterolemia 
 
The dosage of LIPITOR in patients with homozygous FH is 10 to 80 mg daily. LIPITOR 
should be used as an adjunct to other lipid-lowering treatments (e.g., LDL apheresis) in 
these patients or if such treatments are unavailable. 
 
Concomitant Lipid Lowering Therapy 
 
LIPITOR may be used in combination with a bile acid binding resin for additive effect.  
The combination of HMG-CoA reductase inhibitors and fibrates should generally be 
avoided (see WARNINGS, Skeletal Muscle, and PRECAUTIONS, Drug Interactions for 
other drug-drug interactions). 
 
Dosage in Patients With Renal Insufficiency 
 
Renal disease does not affect the plasma concentrations nor LDL-C reduction of 
atorvastatin; thus, dosage adjustment in patients with renal dysfunction is not necessary 
(see CLINICAL PHARMACOLOGY, Pharmacokinetics). 
 
Dosage in Patients Taking Cyclosporine, Clarithromycin or A Combination of 
Ritonavir plus Saquinavir or Lopinavir plus Ritonavir 
 
In patients taking cyclosporine, therapy should be limited to LIPITOR 10 mg once daily. 
In patients taking clarithromycin or in patients with HIV taking a combination of  
ritonavir plus saquinavir or lopinavir plus ritonavir, for doses of atorvastatin exceeding 
20 mg  appropriate clinical assessment is recommended to ensure that the lowest dose 
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necessary of atorvastatin is employed (see WARNINGS, Skeletal Muscle, and 
PRECAUTIONS, Drug Interactions). 
 
 
 

HOW SUPPLIED 
 
LIPITOR® (atorvastatin calcium) is supplied as white, elliptical, film-coated tablets of 
atorvastatin calcium containing 10, 20, 40 and 80 mg atorvastatin. 
 
10 mg tablets: coded “PD 155” on one side and “10” on the other. 
NDC 0071-0155-23 bottles of 90 
NDC 0071-0155-34 bottles of 5000 
NDC 0071-0155-40 10 x 10 unit dose blisters 
 
20 mg tablets: coded “PD 156” on one side and “20” on the other. 
NDC 0071-0156-23 bottles of 90 
NDC 0071-0156-40 10 x 10 unit dose blisters 
NDC 0071-0156-94 bottles of 5000 
 
40 mg tablets: coded “PD 157” on one side and “40” on the other. 
NDC 0071-0157-23 bottles of 90 
NDC 0071-0157-73 bottles of 500 
NDC 0071-0157-88 bottles of 2500 
NDC 0071-0157-40 10 x 10 unit dose blisters 
 
80 mg tablets: coded “PD 158” on one side and “80” on the other. 
NDC 0071-0158-23 bottles of 90 
NDC 0071-0158-73 bottles of 500 
NDC 0071-0158-88 bottles of 2500 
NDC 0071-0158-92 8 x 8 unit dose blisters 
 
Storage 
Store at controlled room temperature 20 - 25°C (68 - 77°F) [see USP]. 
 
Rx Only 
 
 
Manufactured by: 
Pfizer Ireland Pharmaceuticals 
Dublin, Ireland 
 

 



 29 

 
 
LAB-0021-18.0 Revised  September 2007 
                                                 
 




