STATINS

@&/acltdvb (atorvastatin)

Reduce the risk of MI, stroke, revascularization procedures, and angina in e Reduce elevated TG in adult patients with hypertriglyceridemia and

adult patients without CHD, but with multiple risk fictors (1.1). primary dysbetalipoproteinemia (1.2).

Reduce the risk of Ml and stroke in adult patients with type 2 diabetes ¢ Reduce total-C and LDL-C in patients with homozygous familial

without CHD, but with multiple risk factors (1.1). hypercholesterolemia (HoFH) (1.2).

Reduce the risk of non-fital MI, fatal and non-fatal stroke, * Reduce elevated total-C, LDL-C, and apo B levels in pediatric patients, 10

revascularization procedures, hospitalization for CHF, and angina in adult years to 17 years of age, with heterozygous fimilial hypercholesterolemia
patients with CHD (1.1). (HeFH) after failing an adequate trial of diet therapy (1.2).

Reduce elevated total-C, LDL-C, apo B, and TG levels and increase HDL-

C in adult patients with primary hyperlipidemia (heterozygous fimilial and

nonfaimilial) and mixed dyslipidemia (1.2).

Table 1: LIPITOR Tablet Strengths and Identifying Features

Tablet Strength Identifying Features
10 mg ofatorvastatin “PD 155” on one side and “10” on the other
“PD 156” on one side and “20” on the other.
(12
80 mg

5 .
“PD 157” on one side and “40” on the other
“PD 158” on one side and “80” on the other



https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/020702s073lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/020702s073lbl.pdf

Table 2. Drug Interactions Associatedwith Increased Risk of Myopathy/Rhabdomyolysis

Interacting A gents

Cyclosporine, tipranavir plus ritonavir, glecaprevir plus

pibrentasvir

Prescribing Recommendations

Avoid atorvastatin

Clarithromycin, itraconazole, saquinavir plus ritonavir*,

darunavir plus ritonavir, fosamprenavir, fosamprenavir plus

ritonavir, elbasvirplus grazo
Nelfinavir

Do not exceed 20 mg atorvastatindaily

Do not exceed 40 mg atorvastatin dail

Lopinavir plus ritonavir, simeprevir, fibric acid derivatives,

erythromycin, azole antifungals, lipid-modifying doses of

niacin, colchicine

Use with caution and lowest dose necessary

*Use the lowest dose necessary (12.3)

LIPITOR is a prescription medicine that
lowers cholesterol in yourblood. It lowers
the LDL-C ("bad" cholesterol) and
triglycerides in yourblood. Itcanrase
yourHDL-C(" good" cholesterol) as well.
LIPITOR is for adults and children over
10 whose cholesterol doesnot come down
enough with exercise anda low-fat diet
alone.

LIPITOR canlower theriskfor heart
attack, stroke, certain types of heart
surgery, and chest pain in patients who
haveheart disease orrisk factors for heart
diseasesuchas:

«» age, smoking, highblood pressure,
low HDL-C, heart disease in the
family.

LIPITOR can lower therisk for heart
attack or stroke in patients with diabetes
and risk factors such as:

« eye problens, kidney problems,
smoking, or high bloodpressure.

LIPITOR startsto work in about 2 weeks.

EI) National Library of Medicine

Cholesterol is a waxy, fat-like substance that's found in all the cells in
your body. Your body needs some cholesterol to make hormones,
vitamin D, and substances that help you digest foods. Your body
makes all the cholesterol it needs. Cholesterol is also found in foods
from animal sources, such as egg yolks, meat, and cheese.

If you have too much cholesterol in your blood, it can combine with
other substances in the blood to form plague. Plaque sticks to the
walls of your arteries. This buildup of plaque is known as
atherosclerosis. It can lead to coronary artery disease, where your
coronary arteries become narrow or even blocked.

HDL, LDL, and VLDL are lipoproteins. They are a combination of fat
(lipid) and protein. The lipids need to be attached to the proteins so
they can move through the blood. Different types of lipoproteins have
different purposes:

HDL stands for high-density lipoprotein. It is sometimes called
"good" cholesterol because it carries cholesterol from other
parts of your body back to your liver. Your liver then removes
the cholesterol from your body.

LDL stands for low-density lipoprotein. It is sometimes called
"bad" cholesterol because a high LDL level leads to the buildup
of plaque in your arteries.

VLDL stands for very low-density lipoprotein. Some people also
call VLDL a "bad" cholesterol because it too contributes to the
buildup of plaque in your arteries. But VLDL and LDL are
different; VLDL mainly carries triglycerides and LDL mainly
carries cholesterol.

Statins interfere with cholesterol synthesis and theoretically might blunt adrenal and/or gonadal steroid production. Clinical studies
have shown that LIPITOR does not reduce basal plasma cortisol concentration or impair adrenal reserve. The effects of statins on
male fertility have not been studied in adequate numbers of patients. The effects, ifany, on the pituitary-gonadal axis in
premenopausal women are unknown. Caution should be exercised ifa statin is administered concomitantly with drugs that may
decrease the levels oractivity of endogenous steroid hormones, suchas ketoconazole, spironolactone, and cimetidine.

m National Library of Medicine

National Center for Biotechnology Information

Reproduction and fertility are regulated via hormones of the hypothalamic-pituitary-gonadal (HPG)

axis. Control of this reproductive axis occurs at all levels, including the brain and pituitary, and

allows for the promotion or inhibition of gonadal sex steroid secretion and function.

It is recommended that liver enzyme tests be obtained prior to initiating therapy with LIPITOR and repeated as clinically indicated.
There have been rare postmarketing reports of fatal and non-fatal hepatic failure in patients taking statins, including atorvastatin. If

serious liver injury with clinical symptoms and/or hyperbilirubinemia or jaundice occurs during treatment with LIPITOR, promptly
interrupt therapy. Ifan alternate etiology is not found, do notrestart LIPITOR.



https://medlineplus.gov/cholesterol.html
https://pubmed.ncbi.nlm.nih.gov/29524268/
https://www.mayoclinic.org/diseases-conditions/menopause/symptoms-causes/syc-20353397

It is recommended that liver enzyme tests be performedbefore the initiation of LIPITOR and if signs orsymptoms ofliver injury

occur. All patients treated with LIPITOR should be advised to report promptly any s ymptoms that may indicate liver injury, including
fatigue, anorexia, right upper abdominal dis comfort, dark urine, or jaundice.

B National Library of Medicine

Liver function tests (also known as a liver panel) are blood tests that measure different
enzymes, proteins, and other substances made by the liver. These tests check the overall
health of your liver. The different substances are often tested at the same time on a single
blood sample, and may include the following:

If levels of one or more of these substances are outside of the normal range, it may be a sign
of liver disease.

LIPITOR is contraindicated foruse in pregnant women since safety in pregnant women has not been established and there is no
apparent benefit oflipid lowering drugs during pregnancy. Because HM G-Co A reductase inhibitors decrease cholesterol synthesis and
possibly thesynthesis of other biologically active substances derived fromcholesterol, LIPITOR may cause fetalharmwhen
administered to a pregnant woman. LIPITOR should be discontinued as soon as pregnancy 1s recognized [see Contraindications (4)].

Contraception

LIPITOR may cause fetal harmwhen administered toa pregnant woman. A dvise females of reproductive potentialto use effective
contraception during treatment with LIPITOR [see Use in Specific Populations (8.1)].

LIPITOR use is contraindicated during breastfeeding [see Contraindications (4)]. There is no available information on the effects of
the drug on thebreastfed infant or the effects ofthe drug on milk production. It is not known whether atorvastatinis present in human
milk, but it has been shown thatanother drugin this class passes into human milk and atorvastatinis presentin rat milk. Because of

the potential for serious adverse reactions in a breastfed infant, advise women that breastfeeding is not recommended during treatment
with LIPITOR.

The long-termefficacy of LIPITOR therapy initiated in childhood to reduce morbidity and mortality in adulthood has notbeen
established.

There was no significantdifference between the treatment groups for all-cause mortality (Table 6). The proportions of subjects who
experienced cardiovascular death, including the components of CHD death and fatal stroke, were numerically smaller in the LIPITOR
80 mg group than in the LIPITOR 10 mg treatment group. The proportions of subjects who experienced noncardiovascular death were
numerically largerin the LIPITOR 80 mg group thanin the LIPITOR 10 mg treatment group.

Patients taking LIPITOR should beadvised that cholesterolis a chronic condition and they should adhereto theirmedicationalong
with their National Cholesterol Education Program (NCEP)-recommended diet, a regular exercise programas appropriate, and
periodic testing ofa fasting lipid panel to determine goal attainment.

Your doctorshould start you ona
low-fat diet before giving you

ggg& f;ﬁgf&gg{;w-fat Gt Your body makes all of the cholesterol it needs, so you do not need to obtain

cholesterol through foods. Eating lots of foods high in saturated fat and trans fat
may contribute to high cholesterol and related conditions, such as heart disease.



https://medlineplus.gov/lab-tests/liver-function-tests/
https://www.cdc.gov/cholesterol/prevention.htm

CDC

By living a healthy lifestyle, you can help keep your cholesterol in a healthy range
and lower your risk of heart disease and stroke.

* Limit foods high in saturated fat. Saturated fats come from animal products
(such as cheese, fatty meats, and dairy desserts) and tropical oils (such as palm
oil). Foods that are higher in saturated fat may be high in cholesterol.

Choose foods that are low in saturated fat, trans fat, sodium (salt), and added
sugars. These foods include lean meats; seafood; fat-free or low-fat milk,
cheese, and yogurt; whole grains; and fruits and vegetables.

Eat foods naturally high in fiber, such as oatmeal and beans (black, pinto,
kidney, lima, and others), and unsaturated fats, which can be found in
avocados, vegetable oils like olive oil, and nuts. These foods may help prevent
and manage high levels of low-density lipoprotein (LDL, or “bad”) cholesterol
and triglycerides while increasing high-density lipoprotein (HDL, or “good")
cholesterol levels.

e Learn more about healthy diet and nutrition at CDC's Division of Nutrition,
Physical Activity, and Obesity website.
* Find healthy, seasonal recipes at the Million Hearts® healthy recipes page [4 .

Maintain a healthy weight

Overweight and obesity raise levels of LDL (“bad”) cholesterol.
Excess body fat affects how your body uses cholesterol and slows
down your body's ability to remove LDL cholesterol from your
blood. The combination raises your risk of heart disease and
stroke.

To determine whether your weight is in a healthy range, doctors often
calculate your body mass index (BMI). If you know your weight and
height, you can calculate your BMI at CDC's Assessing Your Weight
website. Doctors sometimes also use waist and hip measurements to
measure excess body fat.

Talk with your doctor about what a healthy weight is for you.

Work with your doctor on a food and fitness plan to help you reach or
maintain a healthy weight.

Get regularly physical activity

Get active as a family. For adults, the Surgeon General
recommends 2 hours and 30 minutes of moderate-intensity
exercise, such as brisk walking or bicycling, every week. Children
and adolescents should get 1 hour of physical activity every day.

Make physical activity a part of each day. Take the stairs instead of the elevator, park a little
farther away, walk to the store, or do jumping jacks during commercials.

Quit smoking

Smoking damages your blood vessels, speeds up the hardening of the arteries, and greatly increases
your risk for heart disease. If you don't smoke, don't start. If you do smoke, quitting will lower your
risk for heart disease.

What you can do:

¢ Talk with your doctor about ways to help you quit.

¢ Learn more about tobacco use and ways to quit at CDC's Smoking & Tobacco Use website.

Limit alcohol
Too much alcohol can raise cholesterol levels and levels of triglycerides, a type of fat in the blood.

What you can do:

* Avoid drinking too much alcohol. Men should have no more than two drinks per day, and
women should have no more than one.

e Learn more at CDC's Alcohol and Public Health website.



https://www.cdc.gov/cholesterol/prevention.htm

