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ot s UNDERSTANDING YOUR CYCLE
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When women are born, their ovaries At puberty, the body starts releasing Once the egg is mature, it releases
already contain all the eggs they will follicle-stimulating hormone (FSH) and from the ovary to the fallopian tube and
have in their lifetime. They are held in luteinizing hormone (LH). These stimulate eventually the uterus in a process
pockets called follicles.' the ovaries to produce estrogen and called ovulation. This happens about
progesterone, which cause an egg to once per month, during the typical
mature each month.'® 21-to 35-day cycle."

FERTILIZATION MENSTRUATION
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If the egg meets a sperm while in If the egg is not fertilized, the
the fallopian tube, fertilization may endometrium detaches and is discharged
occur. The fertilized egg implants along with some blood.
itself in the lining (or endometrium) This is known as menstruation—or
of the uterus, and the woman your period. On average, it lasts
becomes pregnant.'® 4 to 6 days."®

—° ORANGE PILLS

HON DOES BAL[OLTRA AFFECT 0.1 mg levono_rgestrel, 0.02 mg
THE MENSTRUAL [Y‘.LE? ethinyl estradiol tablets
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Balcoltra prevents pregnancy through a continuous low dose L & @ - W W W
of hormones that prevent FSH and LH from releasing, which "YYW WY Y | x|
stops ovulation’

These hormones also thin the uterine lining and thicken the T T T T T
cervical mucus, which may lead to lighter periods and less 90 0 0 0 O .

breakthrough bleeding®
BLUE PILLS
36.5 mg ferrous bisglycinate tablets*

IMPORTANT RISK INFORMATION *The ferrous bisglycinate tablets do not serve

any therapeutic purpose.

WARNING TO WOMEN WHO SMOKE

Do not use Balcoltra if you smoke cigarettes and are over 35 years
old. Smoking increases your risk of serious cardiovascular side effects
(heart and blood vessel problems) from birth control pills, including
death from heart attack, blood clots, or stroke. This risk increases °
with age and the number of cigarettes you smoke. N’

_ _ — Balcoltra-
Please see Important Risk Information on reverse and Full Prescribing (levonorgestrel and ethinyl estradiol tablets, USP,
Information, including BOXED WARNING, and Patient Information on and ferrous bisglycinate tablets)

balcoltra.com. 0.1mg/0.02mg and 36.5mg



IMPORTANT RISK INFORMATION

K E y TE RM S What is Balcoltra?

Balcoltra is a prescription birth control pill used for the prevention
of pregnancy.

IMPORTANT RISK INFORMATION for Balcoltra (levonorgestrel and

BREAKTH_ROUGH BLEEDlNG_ ethinyl estradiol tablets and ferrous bisglycinate tablets
Any bleeding that occurs during your monthly
cycle, outside of your normal period. Light WARNING TO WOMEN WHO SMOKE

o o
breakthrough bleeding is known as spotting. Do not use Balcoltra if you smoke cigarettes and are over 35 years
CERVIX old. Sm[oking increases your risk of serio)us cardiovascular side

: effects (heart and blood vessel problems) from birth control pills,
The lower, narrower end of the uterus, which including death from heart attack, blood clots, or stroke. This risk

protrudes into the vagina.™ increases with age and the number of cigarettes you smoke.
ENDOMETRIUM
The mucous membrane lining the uterus." Who should not take Balcoltra? _
Do not use Balcoltra if you have or have had blood clots, history of heart

ESTROGENS attack or stroke, high blood pressure that medicine cannot control,
Hormones that promote the regulation of the breast cancer or any cancer that is sensitive to female hormones,
menstrual cycle and reproductive system, and liver disease or liver tumors, unexplained bleeding from the vagina,

intain other f le attributes. 2 ' hypersensitivity to any of the components, if you are or may be pregnant,
maintain otherfemate attributes. or if you take Hepatitis C drugs containing ombitasvir/paritaprevir/g
FALLOPIAN TUBES ritonavir, with or without dasabuvir, as this may increase levels of liver
Two tubes, located on either side of the uterus, enzymes in the blood.
that connect the ovaries to the uterus. After What else should | know about taking Balcoltra?

lati i s f th to th Treatment with Balcoltra should be stopped if you have a blood clot, and
ovutation, an egg travels from the ovary to the at least 4 weeks before and through 2 weeks after major surgery. You
uterus through one of the fallopian tubes." should not take Balcoltra any earlier than 4 weeks after having a baby. If
you are breastfeeding, talk to your doctor before taking Balcoltra. If you

OVARIES ) ) experience yellowing of the skin or eyes due to problems with your liver,

Two glands, located on either side of the uterus, you should stop taking Balcoltra. If you are prediabetic or diabetic, your

that contain the eggs released at ovulation, and doctor should monitor you while using Balcoltra. Your doctor should

that produce hormones. evaluate you if you have any significant change in headaches or irregular
menstrual bleeding. Balcoltra contains FD&C Yellow No. 5 and may

OovuM cause an allergic reaction, including in those with an allergy to aspirin.

The female reproductive cell, sometimes called an What are the most serious risks of taking Balcoltra?

“egg.” The ovum is one of the largest cells in the Balcoltra increases the risk of serious conditions, including blood clots,

human body, typically visible to the naked eye.™ stroke, and heart attack. These can be life-threatening and require
immediate medical care.

PROGES_TINS ) What are the possible side effects of Balcoltra?

Progestins are a group of synthetic hormones The most common side effects of Balcoltra are headache, spotting or

that have effects similar to the natural hormone bleeding between periods or no menstrual bleeding, nausea, breast

progesterone. Progestins work to inhibit tenderness or pain, stomach pain, pain during periods, depression, acne,

and vaginal infections.

Birth control pills do not protect you against any sexually transmitted
disease, including HIV, the virus that causes AIDS.

ovulation, thicken cervical mucus, and thin
the endometrium.®

UTERUS
You are encouraged to report negative side effects of prescription

A muscula_r organ loca.ted N womdn s pelVIS drugs to the FDA. Visit www.fda.gov/medwatch, or call
that contains and nourishes the developing fetus 1-800-FDA-1088.

during pregnancy.'s
Please see Full Prescribing Information, including BOXED WARNING,
and Patient Information on balcoltra.com.
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