45.00° 3/29/06
Process Black

Generic-Insert_87837.ai  100.00 lpi 10:54:43 AM

WATSON LABORATORIES
LEVONORGESTREL AND
ETHINYL ESTRADIOL TABLETS, USP

lls,

2) in what order to take the pills (follow the arrows)
3) the week numbers as shown in picture below

ing pi

(LDT & 2XP TO PRINT HEFE)

£

BEFORE YOU START TAKING YOUR PILLS

/" WERE AMD.EQLLOW.THE ABROWS ..

taking easier or about using another method of birth con-
trol.

7.1F YOU HAVE ANY QUESTIONS OR ARE UNSURE
mones) to take for three weeks, followed by 1 week of

reminder pills (peach) (without hormones).

The 28-pill pack has 21 (white) “active’ pills (with hor-
3. ALSO FIND:

It is important to take it at about the same time every day.

PILL, talk to your doctor or clinic about how to make pill-
2. LOOK AT YOUR PILL PACK:

or IF YOU TAKE SOME MEDICINES, including some
Use a back-up method (such as condoms, foam, or
sponge) until you check with your doctor or clinic.

6. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE

antibiotics, your pills may not work as well.
*For use of day labels, see WHEN TO START THE

1) where on the pack to start tak
FIRST PACK OF PILLS below.

doctor or clinic.

ABOUT THE INFORMATION IN THIS LEAFLET, call your
PILL.

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR

5. IF YCU HAVE VOMITING OR DIARRHEA, for any reason,

The detailed patient information booklet

IMPORTANT POINTS TO REMEMBER

BEFORE YOU START TAKING YOUR PILLS:
If you miss pills you could get pregnant. This includes start-

ing the pack late. The more pills you miss, the more likely

you are to get pregnant.
3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING,

On the days you take two pills, to make up for missed pills,

LIGHT BLEEDING, even when you make up these missed
you could also feel a little sick to your stomach.

pill. The problem will usually go away. If it does not go away,
pills.

OR MAY FEEL SICK TO THEIR STOMACH DURING THE
If you do feel sick to your stomach, do not stop taking the
check with your doctor or clinic.

4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR

PILL EVERY DAY AT THE SAME TIME.
FIRST 1-3 PACKS OF PILLS.

Before you start taking your pills.

Anytime you are not sure what to do.
2. THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE

tives and will examine you. The physical examination may be
delayed to another time if you request it and the healthcare
provider believes that it is appropriate to postpone it. You

should be reexamined at least once a year while taking oral

contraceptives.
gives you further information which you should read and dis-

cuss with your healthcare provider.
prevent pregnancy. It does not protect against HIV infec-

tion (AIDS) and other sexually transmitted diseases such
as chlamydia, genital herpes, genital warts, gonorrhea,

hepatitis B, and syphilis.

medical and family history before prescribing oral contracep-
This product (like all oral contraceptives) is intended to

1. BE SURE TO READ THESE DIRECTIONS:

INSTRUCTIONS TO PATIENTS

HOW TO TAKE THE PILL

(heart attack and angina pectoris) or other organs of the
body. As mentioned above, smoking increases the risk of
ing. A possible but not definite association has been found
with the pill and liver cancer. However, liver cancers are
extremely rare. The chance of developing liver cancer from

heart attacks and strokes and subsequent serious medical
using the pill is thus even rarer.

monary embolism), stoppage or rupture of a blood vessel
in the brain (stroke), blockage of blood vessels in the heart
consequences.

mon such effects are nausea, vomiting, bleeding between
returns to normal when the pill is stopped.

menstrual periods, weight gain, breast tenderness, and diffi-
culty wearing contact lenses. These side effects, especially
nausea and vomiting, may subside within the first three

months of use.
1. Blood clots in the legs (thrombophlebitis), lungs (pul-

2. Liver tumors, which may rupture and cause severe bleed-
3. High blood pressure, although blood pressure usually
of pills. Notify your doctor or healthcare provider if you notice

any unusual physical disturbances while taking the pill. In
sants and some antibiotics, may decrease oral contraceptive

effectiveness.
increase in the incidence of cancer of the breast or cervix.
There is, however, insufficient evidence to rule out the possi-

bility that pills may cause such cancers.
Taking the pill provides some important non-contraceptive

you should know that the following medical conditions have
The symptoms associated with these serious side effects are
discussed in the detailed leaflet given to you with your supply
addition, drugs such as rifampin, as well as some anticonvul-
Studies to date of women taking the pill have not shown an
benefits. These include less painful menstruation, less men-
strual blood loss and anemia, fewer pelvic infections, and
fewer cancers of the ovary and the lining of the uterus.

Be sure to discuss any medical condition you may have with
your healthcare provider. Your healthcare provider will take a

especially if you are in good health and are young. However,
been associated with or made worse by the pill:

Most side effects of the pill are not serious. The most com-
The serious side effects of the pill occur very infrequently,

th age and with
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DETAILED PATIENT LABELING

This product (like all oral contraceptives) is

intended to prevent pregnancy. It does not

protect against HIV infection (AIDS) and other
1y itted di

Rx only
INTRODUCTION

Any woman who ¢ s using oral p-
tives (the birth-control pill or “the pill") should
understand the benefits and risks of using this
form of birth control. This leaflet will give you much
of the information you will need to make this deci-
sion and will also help you determine if you are at
risk of developing any of the serious side effects of
the pill. It will tell you how to use the pill properly
s0 that it will be as effective as possible. However,
this leaflet is not a replacement for a careful dis-
cussion between you and your healthcare
provider. You should discuss the information pro-
vided in this leaflet with him or her, both when you
first start taking the pill and during your revisits.
You should also follow your healthcare provider's
advice with regard to regular check-up while you
are on the pill.

EFFECTIVNESS OF ORAL CONTRACEPTIVES

Oral contraceptives or “birth-control pills” or “the
pill” are used to prevent pregnancy and are more
effective than other nonsurgical methods of birth
control. When they are taken correctly, the chance
of becoming pregnant is less than 1% when used
perfectly, without missing any pills. Typical failure
rates are less than 3% per year. The chance of
b ing pregnant il with each missed
pill during a menstrual cycle.

In comparison, typical failure rates for other non-
surgical methods of birth control during the first

year of use are as follows:
of women riencing an uni pregr
cy during the first year of typical use and first year of perfect
use of jon and the inuing use at
the end of the first year. United States.
% of Women Expariencing an % of Women
Accidental Pregnancy within Continung Use
the First Year of Use at One Year*
Methed Typical Use'  Perfect Use?
) ® @ @

Chance' 85 85
Sparmicides’ 2 6 40
Pericdic abstinence 25 63

Calendar 9

Owutation method 3

Sympto-themmai® 2
Post Ovulation 1
Withdrawal 19 4
Cap”

Parous women 40 26 42

Nullparous women 20 9 56
Spange

Pawus wonmn 40 20 42

Nullparous women 20 9 56
Diaphragm’ 20 6 56
Condom®

Female (Reality) 21 5

Male 14 3
Pill 5

Progestin only 05

Combinad 01
o

Progestarona T 2 15 81

Copper T380A 08 06 78

Lng 20 0.1 01 81
Depo Provera 03 03 70
Norplant and Norplant-2 006 005 AR
Female storilzation 05 05 100
Male sterlization 0.16 0.10 100

Source: Trussell J, Contraceptive efficacy. In Hatcher RA,
Trussell J, Stewart F, Cates W, Stewart GK, Kowal D, Guest
F.C i ay: Revised Edition.
New York NY: Irvington Publishers, 1998.

1 Among typical couples who initiate use of a method (not
necessarily for the first time), the percentage who experi-
ence an accidental pregnancy during the first year if they
do not stop use for any other reason.

2 Among couples who initiate use of a method (not neces-
sarily for the first ime) and who use it perfectly (both con-

sistently and ly). the p ge who experi an
accidental pregnancy during the first year if they do not
stop use for any other reason.

3 Among couples attempting to avoid pregnancy, the per-
cantage who continue to use a methad for one year.

4 The p ing pregi in col (2) and
(3) are based on data from populations where contracep-
tion is not used and from women who cease using contra-
ception in order to become pregnant. Among such popula-
tions, about 89% become pregnant within one year. This
estimate was lowered slightly (to 85%) to represent the per-
centage who would become pregnant within one year
among women now relying on reversible methods of con-

ion i they ion altog
5 Foams, creams, gels, vaginal suppositories, vaginal film.

6 Cervical mucus ion) method d by cal-
endar in the pre-ovulatory and basal body temperature in
the post-ovulatory phases.

7 With spermicidal cream or jelly.
8 Without spermicides.

WHO SHOULD NOT TAKE ORAL
CONTRACEPTIVES

increases wi

This risk

Cig smoking i ses the risk of seri-
ous adverse effects on the heart and blood

Is from oral t ptive use. This risk
increases with age and with heavy smoking
(15 or more cigarettes per day) and is quite
marked in women over 35 years of age.
Women who use oral contraceptives should
not smoke.
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Some women should not use the pill. For exam-
ple, you should not take the pill if you are preg-
nant or think you may be pregnant. You should
not use the pill if you have had any of the follow-
ing conditions:

« A history of blood clots in the deep veins of your
legs

- Chest pain (angina pecctoris)

» Known or suspected breast cancer or cancer of
the lining of the uterus, cervix of vagina

* Unexplained vaginal bleeding (until a diagnosis
is reached by your doctor)

- Yellowing of the whites of the eyes or of the skin
(jaundice) during pregnancy or during previous
use of the pill

« Liver tumor (benign or cancerous)
» Known or suspected pregnancy

Tell your healthcare provider if you have ever had
any of these conditions. Your healthcare provider
can recommend another method of birth control.

OTHER CONSIDERATIONS BEFORE TAKING
ORAL CONTRACEPTIVES

Tell your healthcare provider if you or any family
member has ever had:

« Breast nodules, fibrocystic disease of the
breast, an abnormal breast X-ray or mammo-
gram

+ Diabetes

« Elevated cholesterol or triglycerides

« High blood pressure

* Migraine or other headaches or epilepsy

* Mental depression

« Gallbladder, heart or kidney disease

« History of scanty or irregular menstrual periods

Women with any of these conditions should be
checked often by their healthcare provider if they
choose to use oral contraceptives.

Also, be sure to inform your doctor or healthcare
provider if you smoke or are on any medications.

RISKS OF TAKING ORAL CONTRACEPTIVES

1. RISKS OF DEVELOPING BLOOD CLOTS

Blood clots and blockage of blood vessels are the
most serious side effects of taking oral contra-
ceptives and can be fatal. In particular, a clot in
the legs can cause thrombophlebitis and a clot
that travels to the lungs can cause sudden block-
ing of the vessel carrying blood to the lungs.
Rarely, clots occur in the blood vessels of the eye
and may cause blindness, double vision, or
impaired vision.

If you take oral contraceptives and need elective
surgery, need to stay in bed for a prolonged ill-
ness or have recently delivered a baby, you may
be at risk of developing blood clots. You should
consult your doctor about stopping oral contra-
ceptives three to four weeks before surgery and
not taking oral contraceptives for two weeks after
surgery or during bed rest. You should also not
take oral contraceptives soon after delivery of a
baby or a mid-trimester pregnancy termination. It
is advisable to wait for at least four weeks after
delivery if you are not breast-feeding. If you are
breast-feeding, you should wait until you have
weaned your child before using the pill. (See also
the section on breast-feeding in “GENERAL
PRECAUTIONS".)

2. HEART ATTACKS AND STROKES

Oral contraceptives may increase the tendency to
develop strokes (stoppage or rupture of blood
vessels in the brain) and angina pectoris and
heart attacks (blockage of blood vessels in the
heart). Any of these conditions can cause death
or serious disability.

Smoking greatly increases the possibility of suf-
fering heart attacks and strokes. Furthermore,
smoking and the use of oral contraceptives great-
ly increases the chances of developing and dying
of hearl disease.

3. GALLBLADDER DISEASE

Oral contraceptive users probably have a greater
risk than nonusers of having gallbladder disease,
although this risk may be related to pills contain-
ing high doses of estrogens.

4. LIVER TUMORS

In rare cases, oral contraceptives can cause
benign but dangerous liver tumors. These benign
liver tumors can rupture and cause fatal internal
bleeding. In addition, a possible but not definite
association has been found with the pill and liver
cancers in two studies, in which a few women
who developed these very rare cancers were
found to have used oral contraceptives for long
periods. However, liver cancers are extremely
rare. The chance of developing liver cancer from
using the pill Is thus even rarer.

5. CANCER OF THE REPRODUCTIVE ORGANS

There is, at present, no confirmed evidence that
oral contraceptives increase the risk of cancer of
the reproductive organs in human studies.
Several studics have found no overall increase in
the risk of developing breast cancer. However,
women who use oral contraceptives and have a
strong family history of breast cancer or who
have breast nodules or abnormal mammograms
should be closely followed by their doctors.

Some studies have found an Increase In the Inci-
dence of cancer of the cervix in women who use
oral contraceptives. However, this finding may be
related to factors other than the use of oral con-
traceptives.

ESTIMATED RISK OF DEATH FROM BIRTH-
CONTROL METHOD OR PREGNANCY

All methods of birth control and pregnancy are
associated with a risk of developing certain dis-
eases which may lead to disability or death. An
estimate of the number of deaths associated with
different methods of birth control and pregnancy
has been calculated and is shown in the following
table.

TABLE V. ANNUAL NUMBER OF BIRTH-RELATED OR
METHOD-RELATED DEATHS ASSOCIATED WITH CON-
TROL OF FERTILITY PER 100,000 NON-STERILE
WOMEN, BY FERTILITY-CONTROL METHOD ACCORD-
ING TO AGE

Method of Control 1519 2024 2528 3034 3539 4044
and Ouicoma

No fartilty 70 74 91 148 287 282
control methods \1

Oral contraceptives 03 05 08 18 138 N6
Non-smoker 24

Oralcontracepthes 22 34 66 135 511 1172
Smokar 2

o 2\ 08 08 10 10 14 14

Concom \1y 14 16 07 02 03 04

Disphragm/ 19 12 12 13 22 28
Spermicide \1}

Periodic abstinence \I\ 256 16 16 17 29 38

A1) Desths are bith related

12\ Daaths are method related

Agapted from H.W. Ory. Family Planring Perspactives 155763, 1983

In the above table, the risk of death from ai

birth-control method is less than the risk of child-
birth, except for oral contraceptive users over the
a?e of 35 who smoke and pill users over the age
of 40 even if they do not smoke. It can be seen
in the table that for women ages 15 to 39, the risk
of death was highest with pregnancy (7-26
deaths per 100,000 women, depending on age).
Among pill users who do not smoke, the risk of
death was always lower than that associated with
pregnancy for any age group, except for those
women over the age of 40, when the risk increas-
es to 32 deaths per 100,000 women, compared
to 28 associated with pregnancy at that age.
However, for pill users who smoke and are over
the age of 35, the estimated number of deaths
exceeds those for other methods of birth control.
If a woman is over the age of 40 and smokes, her
estimated risk of death is four times higher

(117/100,000 women) than the estimated risk
associated with pregnancy (28/100,000 women)
in that age group.

The suggestion that women over 40 who do not
smoke should not take oral contraceptives is
based on information from older high-dose pills
and on less-selective use of pills than is practiced
today. An Advisory Committee of the FDA dis-
cussed this issue in 1989 and recommended that
the benefits of oral contraceptive use by healthy,
non-smoking women over 40 years of age may
outweigh the possible risks. However, all women,
especially older women, are cauticned to use the
lowest-dose pill that is effective.

WARNING SIGNALS

If any of these adverse effects occur while you
are taking oral contraceptives, call your doctor
immediately:

« Sharp chest pain, coughing of blood, or sudden
shortness of breath (indicating a possible clot in
lung)

« Pain in the calf (indicating a possible clot in the
leg)

« Crushing chest pain or heaviness in the chest
(indicating a possible heart attack)

* Sudden severe headache or vomiting, dizziness
or fainting, disturbances of vision or speech,
weakness, or numbness in an arm or leg (indi-
cating a possible stroke)

+ Sudden partial or complete loss of vision (indi-
cating a possible clot in the eye)

« Breast lumps (indicating possible breast cancer
or fibrocystic disease of the breast; ask your
doctor or healthcare provider to show you how
to examine your breasts)

« Severe pain or tenderness in the stomach area
(indicating a possibly ruptured liver tumor)

« Difficulty in sleeping, weakness, lack of energy,
fatigue, or change in mood (possibly indicating
severe depression)

« Jaundice or a yellowing of the skin or eyeballs,
accompanied frequently by fever, fatigue, loss
of appetite, dark-colored urine, or light-colored
bowel movements (indicating possible liver
problems)

SIDE EFFECTS OF ORAL CONTRACEPTIVES

1. VAGINAL BLEEDING

Irregular vaginal bleeding or spotting may occur
while you are taking the pills. Irregular bleeding
may vary from slight staining between menstrual
periods to breakthrough bleeding, which is a flow
much like a regular period. Irregular bleeding
occurs most often during the first few months of
oral contraceptive use, but may also occur after
you have been taking the pill for some time. Such
bleeding may be temporary and usually does not
indicate any serious problems. It is important to
continue taking your pills on schedule. If the
bleeding occurs in more than cone cycle or lasts
for more than a few days, talk to your doctor or
healthcare provider.

2. CONTACT LENSES

If you wear contact lenses and notice a change in
vision or an inability to wear your lenses, contact
your doctor or healthcare provider.

3. FLUID RETENTION

Oral contraceptives may cause edema (fluid
retention) with swelling of the fingers or ankles
and may raise your blood pressure. If you expe-
rience fluid retention, contact your doctor or
healthcare provider.

4. MELASMA

A spotty darkening of the skin is possible, partic-
ularly of the face.

5. OTHER SIDE EFFECTS

Other side effects may include change in
appetite, headache, nervousness, depression,
dizziness, loss of scalp hair, rash, and vaginal
infections.

If any of these side effects bother you, call your

BRIEF SUMMARY PATIENT PACKAGE INSERT

doctor or healthcare provider.

angina pectoris, cancer of the breast or sex organs, jaun-

dice, or malignant or benign liver tumors.

« A history of heart attack or stroke

prevent pregnancy. It does not protect against HIV infec-
tion (AIDS) and other sexually transmitted diseases.

pill", are taken to prevent pregnancy, and when taken cor-
rectly, have a failure rate of less than 1% per year when used
without missing any pills. The typical failure rate of large num-
bers of pill users is less than 3% per year when women who
miss pills are included. For most women oral contraceptives
are also free of serious or unpleasant side effects. However,
forgetting to take pills considerably increases the chances of

pregnancy.
developing certain seriocus diseases that can be life-threaten-

ing or may cause temparary or permanent disability or death.
The risks associated with taking oral contraceptives increase

significantly if you:
«have or have had clotting disorders, heart attack, stroke,

You should not take the pill if you suspect you are pregnant

or have unexplained vaginal bleeding.
heavy smoking (15 or more cigarettes per day) and is

quite marked in women over 35 years of age. Women

who use oral contraceptives should not smoke.

effects on the heart and blood vessels from oral contra-

For the majority of women, oral contraceptives can be taken
safely. But there are some women who are at high risk of
Cigarette smoking increases the risk of serious adverse

This product (like all oral contraceptives) is intended to
Oral contraceptives, also known as "birth-control pills” or “the

« have high blood pressure, diabetes, high cholesterol

*smoke
ceptive use.

« Blood clots in the legs (thrombophlebitis), lungs
(pulmonary embolism), or eyes
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DETAILED PATIENT LABELING (continued)
GENERAL PRECAUTIONS

1. Missed periods and use of oral contraceptives
before or during early pregnancy.

There may be times when you may not menstru-
ate regularly after you have completed taking a
cycle of pills. If you have taken your pills regular-
ly and miss one menstrual period, continue tak-
ing your pills for the next cycle but be sure to
inform your healthcare provider before doing so.
If you have not taken the pills daily as instructed
and missed a menstrual period, or if you missed
two consecutive menstrual periods, you may be
pregnant. Check with your healthcare provider
immediately to determine whether you are preg-
nant. Do not continue to take oral contraceptives
until you are sure you are not pregnant, but con-
tinue to use another method of birth control.

There is no conclusive evidence that oral contra-
ceptive use is associated with an increase in birth
defects when taken inadvertently during early
pregnancy. Previously, a few studies had report-
ed that oral contraceptives might be associated
with birth defects, but these studies have not
been confirmed. Nevertheless, oral contracep-
tives or any other drugs should not be used dur-
ing pregnancy unless clearly necessary and pre-
scribed by your doctor. You should check with
your doctor about risks to your unborn child of
any medication taken during pregnancy.

2. While Breast-Feeding

If you are breast-feeding, consult your doctor
before starting oral contraceptives. Some of the
drug will be passed on to the child in the milk. A
few adverse effects on the child have been
reported, including yellowing of the skin (jaun-
dice) and breast enlargement. In addition, oral
contraceptives may decrease the amount and
quality of your milk. If possible, do not use oral
contraceptives while breast-feeding. You should
use another method of contraception since
breast-feeding provides only partial protection
from becoming pregnant, and this partial protec-
tion decreases significantly as you breast-feed for
longer periods of time. You should consider start-
ing oral contraceptives only after you have
weaned you child completely.

3. Laboratory Tests

If you are scheduled for any laboratory tests, tell
your doctor you are taking birth-control pills.
Certain blood tests may be affected by birth-con-
trol pills.

4. Drug Interactions

Certain drugs may interact with birth-control pills
to make them less effective in preventing preg-
nancy or cause an increase in breakthrough
bleeding. Such drugs include rifampin, drugs
used for epilepsy such as barbiturates (for exam-
ple, phenobarbital) and phenytoin (Dilantin is one
brand of this drug), phenylbutazone (Butazolidin
is one brand) and possibly certain antibiotics.
You may need to use an additional method of
contraception during any cycle in which you take
drugs that can make oral contraceptives less
effective.

5. Sexually transmitted diseases

This product (like all oral contraceptives) is
intended to prevent pregnancy. It does not pro-
tect against transmission of HIV (AIDS) and other
sexually transmitted diseases such as chlamydia,
genital herpes, genital warts, gonorrhea, hepati-
tis B, and syphilis.

HOW TO TAKE THE PILL

IMPORTANT POINTS TO REMEMBER
BEFORE YOU START TAKING YOUR PILLS:
. BE SURE TO READ THESE DIRECTIONS:
Before you start taking your pills.
Anytime you are not sure what to do.

. THE RIGHT WAY TO TAKE THE PILL IS TO
TAKE ONE PILL EVERY DAY AT THE SAME
TIME.

If you miss pills you could get pregnant. This
includes starting the pack late. The more pills
you miss, the more likely you are to get preg-
nant.

. MANY WOMEN HAVE SPOTTING OR LIGHT
BLEEDING, OR MAY FEEL SICK TO THEIR
STOMACH DURING THE FIRST 1-3 PACKS
OF PILLS.

If you do feel sick to your stomach, do not stop
taking the pill. The problem will usually go
away. If it does not go away, check with your
doctor or clinic.

. MISSING PILLS CAN ALSO CAUSE SPOT-
TING OR LIGHT BLEEDING, even when you
make up these missed pills.

-

N

w

On the days you take two pills, to make up for
missed pills, you could also feel a little sick to
your stomach.

IF YOU HAVE VOMITING OR DIARRHEA, for
any reason, or IF YOU TAKE SOME MEDI-
CINES, including some antibiotics, your pills
may not work as well.

Use a back-up method (such as condoms,
foam, or sponge) until you check with your
doctor or clinic.

IF YOU HAVE TROUBLE REMEMBERING TO
TAKE THE PILL, talk to your doctor or clinic
about how to make pill-taking easier or about
using another method of birth control.

.IF YOU HAVE ANY QUESTIONS OR ARE
UNSURE ABOUT THE INFORMATION IN
THIS LEAFLET, call your doctor or clinic.
BEFORE YOU START TAKING YOUR PILLS

. DECIDE WHAT TIME OF DAY YOU WANT TO
TAKE YOUR PILL.

It is important to take it at about the same time
every day.

o

o

~
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2. LOOK AT YOUR PILL PACK:

The 28-pill pack has 21 (white) “active” pills
(with hormones) to take for three weeks, fol-
lowed by 1 week of reminder pills (peach)
(without hormones).

. ALSO FIND:

1) where on the pack to start taking pills,
2) in what order to take the pills (follow the
arrows)

3) the week numbers as shown in picture
below

w

« WERE AND FOLLOW THE ABROWS
S ora exp 1o paT

woy,
sheg

SAT B
B

NDC 0591-0967-28

THUR  FRI

v

-

. If you are a Day 1 Starter:

THROW OUT the rest of the pill pack and start
a new pack that same day.

If you are a Sunday Starter:

Keep taking 1 pill every day until Sunday. On
Sunday, THROW OUT the rest of the pack and
start a new pack of pills that same day.

. You may not have your period this month but
this is expected. However, if you miss your
period two months in a row, call your doctor or
clinic because you might be pregnant.

. You MAY BECOME PREGNANT if you have
sex in the 7 days after you miss pills. You
MUST use another birth control method (such
as condoms, foam, or sponge) as a back-up
for those 7 days.

w

TABLETS IN WEEK 4 ARE INACTIVE

and Ethinyl Estradiol Tablets USP, 0.1 mg/0.02 mg

*For use of day labels, see WHEN TO
START THE FIRST PACK OF PILLS below.

N

. BE SURE YOU HAVE READY AT ALL TIMES:

ANOTHER KIND OF BIRTH CONTROL (such
as condoms, foam or sponge) to use as a
back-up in case you miss pills.
AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRST PACK OF PILLS
You have a choice for which day to start taking
your first pack of pills. Decide with your doctor or
clinic which is the best day for you. Pick a time of
day which will be easy to remember.

DAY 1 START:

-

. Pick the day label strip that starts with the first
day of your period. Place this day label strip
over the area that has the days of the week
(starting with Sunday) pre-printed on the tablet
dispenser.

Note: If the first day of your period is a Sunday,
you can skip step #1.

1. Take the first (white) “active” pill of the first
pack during the first 24 hours of your period.

2. You will not need to use a back-up method of
birth control, since you are starting the pill at
the beginning of your period.

SUNDAY START:

1. Take the first (white) “active” pill of the first
pack on the Sunday after your period starts,
even if you are still bleeding. If your period
begins on Sunday, start the pack that same
day.

2. Use another method of birth control as a back-
up method if you have sex anytime from the
Sunday you start your first pack until the next
Sunday (7 days). Condoms, foam, or the
sponge are good back-up methods of birth
control.

WHAT TO DO DURING THE MONTH

1. TAKE ONE PILL AT THE SAME TIME EVERY
DAY UNTIL THE PACK IS EMPTY

Do not skip pills even if you are spotting or
bleeding between monthly periods or feel sick
to your stomach (nausea).

Do not skip pills even if you do not have sex
very often.

2. WHEN YOU FINISH A PACK OR SWITCH
YOUR BRAND OF PILLS:

28 pills: Start the next pack on the day after
your last (peach) “reminder” pill. Do not wait
any days between packs.

WHAT TO DO IF YOU MISS PILLS

If you MISS 1 (white) “active” pill:

1. Take it as soon as you remember. Take the
next pill at your regular time. This means you
may take two pills in one day.

2, You do not need to use a back-up birth control
method if you have sex.

If you MISS 2 (white) “active” pills in a row in

WEEK 1 OR WEEK 2 of your pack:

. Take two pills on the day you remember and

two pills the next day.

Then take one pill a day until you finish the

pack.

You MAY BECOME PREGNANT if you have

sex in the 7 days after you miss pills. You

MUST use another birth control method (such

as condoms, foam, or sponge) as a back-up

for those 7 days.

If you MISS 2 (white) “active” pills in a row in THE

3rd WEEK:

. If you are a Day 1 Starter:

THROW OUT the rest of the pill pack and start
a new pack that same day.

If you are a Sunday Starter:

-

I

-

Keep taking one pill every day until Sunday. On
Sunday, THROW OUT the rest of the pack and
start a new pack of pills that same day.

. You may not have your period this month but
this is expected. However, if you miss your
period two months in a row, call your doctor or
clinic because you might be pregnant.

You MAY BECOME PREGNANT if you have
sex in the 7 days after you miss pills. You
MUST use another birth control method (such
as condoms, foam, or sponge) as a back-up
for those 7 days.

If you MISS 3 OR MORE (white) “active” pills in a
row (during the first 3 weeks).

«

A REMINDER FOR THOSE ON 28-DAY PACKS:

If you forget any of the 7 (peach) “reminder” pills
in Week 4.

THROW AWAY the pills you missed.

Keep taking one pill each day until the pack is
empty.

You do not need a back-up method.

FINALLY, IF YOU ARE STILL NOT SURE WHAT
TO DO ABOUT THE PILLS YOU HAVE MISSED:

Use a BACK-UP METHOD anytime you have sex.

KEEP TAKING ONE ACTIVE PILL EACH DAY
until you can reach your doctor or clinic.
PREGNANCY DUE TO PILL FAILURE

The incidence of pill failure resulting in pregnan-
cy is approximately less than 1.0% if taken every
day as directed, but more typical failure rates are
less than 3.0%. If failure does occur, the risk to
the fetus is minimal.

PREGNANCY AFTER STOPPING THE PILL

There may be some delay in becoming pregnant
after you stop using oral contraceptives, espe-
cially if you had irregular menstrual cycles before
you used oral contraception. It may be advisable
to postpone conception until you begin menstru-
ating regularly once you have stopped taking the
pill and desire pregnancy.

There does not appear to be any increase in birth
defects in newborn babies when pregnancy
occurs soon after stopping the pill.

OVERDOSAGE

Serious ill effects have not been reported follow-
ing ingestion of large doses of oral contraceptives
by young children. Overdosage may cause nau-
sea and withdrawal bleeding in females. In case
of overdosage, contact your healthcare provider
or pharmacist.

OTHER INFORMATION

Your healthcare provider will take a medical and
family history before prescribing oral contracep-
tives and will examine you. The physical exami-
nation may be delayed to another time if you
request it and the healthcare provider believes
that it is appropriate to postpone it. You should be
re-examined at least once a year. Be sure to
inform your healthcare provider if there is a fami-
ly history of any of the conditions listed previous-
ly in this leaflet. Be sure to keep all appointments
with your healthcare provider, because this is a
time to determine if there are early signs of side
effects of oral contraceptive use.

Do not use the drug for any condition other than
the one for which it was prescribed. This drug has
been prescribed specifically for you; do not give it
to others who may want birth-control pills.
HEALTH BENEFITS FROM ORAL CONTRA-
CEPTIVES

In addition to preventing pregnancy, use of oral
contraceptives may provide certain benefits. They
are:

* Menstrual cycles may become more regular

Blood flow during menstruation may be lighter
and less iron may be lost. Therefore, anemia
due to iron deficiency is less likely to occur.

Pain or other symptoms during menstruation
may be encountered less frequently

.

Ovarian cysts may occur less frequently

Ectopic (tubal) pregnancy may occur less fre-
quently

« Noncancerous cysts or lumps in the breast may
occur less frequently

Acute pelvic inflammatory disease may occur
less frequently

Oral contraceptive use may provide some pro-
tection against developing two forms of cancer:
cancer of the ovaries and cancer of the lining of
the uterus.

If you want more information about birth-control
pills, ask your doctor or pharmacist. They have a
more technical leaflet called the “Professional
Labeling” which you may wish to read.

Manufactured for:
Watson Laboratories, Inc.
Corona, CA 92880 USA

Manufactured by:

Patheon, Inc.

Mississauga, Ontario L5N 7K9
Canada

Issued: March 2006

ALdINZT SI MOVd 3HL

TILNN AVA AY3AT FWILINVS FHL LV T1Id INO aMVL '}

‘Jueu

-Baid aq jybiw NoA asneosaq 21UlfD JO 10J00P INOA [|eD ‘Mol B

ul syjuow om} poriad InoA ssiw noA Ji ‘JIonemoH ‘pajoadxe

HLNOW 3HL1 9NRINA Od Ol IVHM
"JoJjuod yuiq jo spoyiaw dn-yoeq poob ate abuods

Sl SIy) INg yuow siyr pousad Inok sAey jou Aew nop g

‘Rep swes jey; s|id

10 yoed mau e 1ie)s pue yoed ayj Jo 3sal 8y} 1 NO MOYHL
‘Aepung uQ “Aepung [pun Aep Aseas |id suo Bupye} desy

8y} Jo ‘weoy ‘swopuo) ‘(sAep 2) Aepung xau ay} [iun yoed

1841} INOA 11e)S NoA Aepung ay) woly swnAue xas aAey NoA Ji
poyisw dn-yoeq e Se JoJjU0D YlIq JO poylew Jayjoue asn) g

"DIUI|D JO J0JO0p JNOA yoeal

ued noA [un AVa HOV3 TTId JAILOV INO ONIMVL 433N

:19)ie)g Aepung e aie noA j|

‘Aep swes

1ey) yoed ay) ueys ‘Aepung uo suibaq pouad JnoA | "Bul

‘Rep awes jey)

yoed mau e Jejs pue yoed |iid 8u3 Jo 3se1 8y} 1NO MOYHL

‘X3S aAey noA GUJ!IAUQ AOHL3IN dN-MOV4g e @sNn

-pa9|q [|1}S 84 NOA JI UsAs ‘spiejs poLiad unoA soye Aepuns
8y} uo xoed sy ey jo |id eAnoe, (8NYM) Is1l) By} 8xel |

:@3SSIN 3AVH NOA ST11Id IHL LNOgVv

0d OL LVHM 3dNS LON T1ILS F¥V NOA 41 ‘ATTVNIA

119)e)s | Aeq e ate noA | °}

[7,]
c
&
>
<
@
2
=
=
<
2 g
=3
? 5
°
~ 8
sz
=]
= o0
\(P/(D
o
Q.
g 2
5 @

&
=
QO
3
]
=
-
T
m
@
Q
=
m
m
A

"‘poylew dn-yoeq & pasau Jou op NOA

‘poriad

JnoA jo Buluuibag ay) e |id sy Bunleis aie noA souis

e se (sbuods JO ‘weo} ‘SwWopuod Se Yyons) poypw [0J)
-U09 Yiq Jayjoue asn | SNIN NOA "s|iid ssiw noA Jaye sAep

Aidwa si yoed ayj jpun Aep yoes |jid suo Bupe) desy

‘l0J3U0D Y}Iq JO poyiew dn-3oBq B 8sn 0} PasuU JOu [|IM NOA €

/ ®y) Ul xas aAey nok JI INVYNOIHd JINODTF AVIN NOA '€

‘passiw noA sjjid au} AVMY MOYHL

7 oo Ul s|iid Jepuiwal, (yoead) 7 ay jo Aue 18610 noA |

‘porad oA jo sinoy g 1Sl

ay) Bunp xoed 18114 8y} Jo |id 81108, (81IYM) 1811} BY) BXEL T

“oed sy ysiul noA jpun Aep e [jid auo aye} usy] ‘g

*SMOVd AVA-82 NO 3SOHL 304 ¥3ANINTY V

‘Aep 1xau

ay) s|id om} pue Jaquawal NoA Aep ayy uo s|id om} ayel |

'sAep ; @soy} Jo} dn-yoeq

e se (obuods 1O ‘weo} ‘SwWopuod Se yons) poyjow |04}
-u0d yyIqg Jayjoue asn ] SNIN NOA 's|iid ssiw NoA Jaye sAep

“L# da)s

dnjs ueo noA ‘Aepung e si poriad InoA jo Aep islij 8y} §| 810N

»oed JnoA Jo z Y3IM

¥O L MIIAM ul mos e ul sjid 8Anoe, (aym) g SSIN NoA Jj

/ U} Ul xas aney nok Ji INVNDOIHd JNODTF AVIA NOA '€

Jasuadsip }8|ge)

ay) uo pajuld-aid (Aepung yum Buipiels) yoam ay) Jo shep
ay} sey ey} eale ayy Jano dus |age) Aep siy) eoe|d "poliad

'Xas aAeY noA

1l poylaW [043U0D Yuiq dn-3oeq B 8sn 0} paau Jou Op NOA 2

-Jueubaud aq Jybiw noA asnesaq d1uld 10 10}0p INOA ||ed
‘MOJ B U] Syjuow om} poriad JnoA ssiw NoA §I ‘/IernemoH "pe

"Aep auo ui s|jid om} e3e) Aew noA suesw siy] swi} Jejnbeu INoA 4o Aep 1si1y oy Uum spels Jeyy duys [age| Aep auy oid °1

-10adxa sI SIy} Ing yjuow siy} porsad InoA aney jou Aew NoA g

InoA je |jid 1xau sy} 8ye] Jaquialial NOA se Uoos se Jl aye)] |

‘Rep swes jey) s|id

10 yoed mau e Je)s pue yoed 8y} Jo 188l 8U) 1 NO MOYHL
‘Aepung uQ ‘Aepung yun Aep Aieas [id | Bupjey desy

1LAVLS | Avd

“Jaquiawal 0) Asea aq ||IM YoIym Aep Jo awi e 3old ‘NoA 1o}
Aep 1s8d 8y} SI yolym 1Ul[o Jo J0joop INoA ypm apioaq ‘s|iid jo
yoed jsi InoA Buiye) Jels 0} Aep ydiym Joj 8210YD e aAeY NOA

ST7Id 40 MOVd LSd/d HL LYVLS OL NIHM

‘syoed

nd 2Anoe, (SHum) L SSIN oA |
usamjaq shep Aue yem jou oqQ ‘|id Jepuiwal, (yoead)

ST71d SSIN NOA 41 Od Ol LVHM

1se| JnoA Jaye Aep ay) uo yoed xau ay) uels :S|d 8z

‘Aep swes jeyy

:Jope}s Aepung e ale noA §|
yoed msu e Liejs pue yoed |id sy} Jo 381 8y} 1NO MOYHL

MOVd Tid 1IN4 ‘VH.LX3 NV

i9)ie)s | Aeq e ase noA §| °L

*ST11id 40

ANVY9 4NOA HOLIMS HO MOVd V HSINId NOAN3IHM ¢

(sYooM ¢ Jsa ouy

Buinp) mou e ul sjiid eAloR, (8HUM) JHOIN MO € SSIIN NOA §|

‘s|jd ssiw

noA aseo ul dn-yoeq e se asn 0} (sbuods Jo weoy ‘swop
-Uod se yons) TOYLNOD H1dIg 40 ANIYM ¥IHIONY

"usyo AJoA xas aAeY jJou op noA i uaas siid diys jou oQ

'sAep J @soy} Jo} dn-yoeq

e se (ebuods Jo ‘weo} ‘swopuod se yons) poyew [0J)
-u09 YyIq Jayjoue asn | SN NOA 's|iid ssiw noA Jsye sAep

‘(essneu)

yoewojs InoA 0} YoIs 99} Jo spouad Ajyjuow usamiaq
Buipes|q Jo Buplods alte noA y uane s|id dps jou oQ

SANIL TV IV AQV3H 3AVH NOA FdNS 39 v
(penupuod) LMISNI IOVIOV LNIILVd ANVNINNS 4318

/ 8y} Ul xas aney noA Ji INYNOTHd JINODIF AVIN NOA '€





