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Barr Laboratories, Inc.

ITEM: DOW Sticker

28 Day

PART: 07-0188 R4-02

UPC: N/A

C128: N/A

BARCODE VERIFICATION:
ANSI X3.182 Grade “B”+
Pass Traditional

MON TUE WED THU FRI SAT SUN
TUE WED THU FRI SAT SUN MON
WED THU FRI SAT SUN MON TUE
THU FRI SAT SUN MON TUE WED
FRI SAT SUN MON TUE WED THU

SAT SUN MON TUE WED THU FRI

NOTICE: Oral contraceptives are intended to prevent pregnancy. They do not protect
against transmission of HIV (AIDS) and other sexually transmitted diseases.
DIRECTIONS FOR USE OF THIS STICKER:

The Tablet Dispenser indicates Sunday as the day you start your pills. If you are start-
ing the pills on any other day but Sunday, peel the attached sticker by selecting the
day you plan to start. Place the sticker over the pre-printed days of the week and
make sure it lines up with the pills. This sticker will help to remind you to take your
pill every day.

R4-02 BARR LABORATORIES, INC.
07-0188 Pomona, NY 10970
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Drospirenone and Et

yl Estradiol Tablets, 3 mg/0.02 mg
28 Day Regimen
BRIEF SUMMARY PATIENT PACKAGE INSERT
Drospienone and Etin Estracil Tabets
contaiing the following:
24 pink - “active” tablts

infection
(AIDS) and other sexually transmitted diseases.

Drospirenone and sthinyl estradiol tablets are different from other birth-control pills because it contains the

Drospirenone and Ethinyl Estradiol Tablets, 3 mg/0.02 mg
28 Day Regimen
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 healthcare provider, which is
the best day for you. Pick a time of day, which wil b easy o remember

DAY 1 STAR:
1. Take the first pink “actve” pll of the first pack during the first 24 hours of your period.

2104 il 0t e 0 s & kcup Mo of it cortrl, e you s Saring e il s bgining of your
perio

‘SUNDAY START:
1. Take the firstpink “active” pill o th first pack on the Sunday after your period starts,even if you are st
If your period begins on Sunday, start the pack that same day.

bleeding

progestin drospi ospirenone may Therefore,
ethinyl estradiol if you have kidney, iver or adrenal disease because this could cause serious heart and
health problems. Other drugs may also increase potassium. If you are currently on dall, long-term treatment for
of the you should
drospirenone and ethinyl estradiol tablets s right for you, and during the first month that you take drospirenone
tablets, you should have  blood test to check your potassium level,

COMBINATION BRIEF SUMMARY
AND DETAILED PATIENT LABELING

Drospirenone and Ethinyl Estradiol Tablets, 3 mg/0.02 mg
28 Day Regimen

PATIENTS SHOULD BE COUNSELED THAT THIS PRODUCT DOES NOT
PROTECT AGAINST HIV INFECTION (AIDS) AND OTHER SEXUALLY
TRANSMITTED DISEASES.

T only

12001085
Revised APRIL 2008

* NSAIDS (ibuprofen [Motrin*, Advil*], naprosyn [Aleve® and others] when taken long-term and daily for
treatment of arthritis or other problems)

Potassium-sparing diuretics (spironolactone and others)
Potassium supplementa
ACE inhibitors (Capoten*, Vasotec*, Zestril* and others)

receplor antagonists (Cozaar", Diovan®, Avapro* and others)

+ Aldosterone antagonists
Oral contraceptives, also known as “birth-control pills” or “the pil", are taken to prevent pregnancy, and when taken
have a falure rate of approximately 1% per year (1 pregnancy per 100 women per

users is approximately 5% per year (5 pregnancie per 100 women per year

are included. However, forgeting o take pills considerably ncreases the chances

1 se) when womanno miss
of pregrany.

Any woman who needs contrac
the

i control) and chooses to use an oral contraceplive should understand the

You how to use the pill properly so that it
However,tis leaflt is not a replacement or a care

should discuss the information provided in ths leaflet ith him or her, both when you first start taking the pil and
during your evisits to regular check-up whie
you are on the pi

For the majority of women, be taken safely. But there are are
ovong G Aot clsiaes T ci b - eeseng o oy cat amparary o pamarars A
death. The risks associated wih taking oral contraceptives increase sig

be as effective as possible.

. smoke

+ have high blood pressure, dabetes, high cholestera, o are obese

« have or have had clotting disorders, heart atack, stroke, angina pectoris (severe chest pains), cancer of the breast
or sex organs, jaundice, or malignant or benign fiver tumors.

if you suspect you are pregnant or have nexplained vaginal bleeding.

Although cardiovascular disease risks may be increased with oral contraceptive use after age 40 in healhy, non-

smoking women (even wilh the newer low-dose formulations), here are also greater potental health risks assaciated
prégnancy in older viomen

You should not take the

s o e AT W vesses Tom e
g (15 or per day) and
is uile marked in women over 35 years of age. Women who use ral conracepiives should no smoke.

Maost side effects of the pil are ot serious. The most common such ffects are nausea, voriting, bleeding between
in

menstrual periods, weight
nausea and vomiting may sul

The serious sideefects of th pill accur vry nfrequently,especially f you arein good health and are young. However,
you should know that the ollowing medicalconditions have been assacated with or made worse by the pi
1. Bload clos I he g (ombophienis),lungs (pumorary ambolism) lockageofrpture of a boadvesol n
the bran (stroke), o other organs of th body.
RS arhoned aboe, SOng ncrsee. o ek 1 et AU 2 SHeHes N bt s s
conseauences. Women with migraine headaches also may be at Increased sk of Stoke when taking the pi
2. Liver tumors, which may A possible but tas been found
Il nd lver cancer. However, ver cancers are extremely rae. The chance of developing iver cancer from
is thus even rarer.
3. High blood pressure, aithough blood pressure usually returns to ol when th pil i stopped.
4. Cancer of the brest.Various studie give conficing reports o the relationship between breastcancer and oral
jhtly increase your chance of having breast cancer diagnosed,
using hormonal contraceptives at a younger age. Afte you stop using hormonal conaceptives, the
chances o geting breast cancer begin by a heath-care
provider and examine your own breasts monthl. Tell your healthcare provier ifyou have a amily istory of breast
cancer o fyou have had breast nodules or an abnormal mammogram. Women who currenty have of have had breast
cancer should not use oal conraceptives becase breast cancer s a hormone-sensive tumor
crease n the ncidence of cancer or precancerous leions o te cervix in women who
use the pill. Howeer,tis fiding may be related to facors other than the use o the pi
The symotoms asait wit hse serious s et r isuss n e el et gt youwih your
atiy your doctor or healthcare provider if you notice any unusual physical disturbances whle taking
otics and some hertal

fenses

. especally

in the i

(e
producs such a5 St. Joins Wort, may decrease ora contraceptiv effectiveness.

Taking the pill may provide some important non-contracepive bensfits. These include less painful menstruation, less
menstrual biood loss and anemia, fvier pehvic infections, and fewer cancers of the ovary and the lining of the uterus.

Be sure 1o discuss any medical cont

lon you may have with your healthcare provider. Your healthcare provider wil

may be delayed to another time if you request it and the healincare provider believes that it s appropriate to postpone
it. You should be reexamined at least once a year while taking oral conlraceptives. The detaled patient information
bookiet gives you further nformation, which you should read and discuss vith your healincare provider.

This p infection
(AIDS) and other sexually transmitted diseases such as chiamydia, genital herpes, enital warts, gonorrhea,
hepatits B, and syphils.

INSTRUCTIONS TO PATIENTS

HOW TO TAKE THE PILL

IMPORTANT POINTS TO REMEMBER

'BEFORE YOU START TAKING YOUR PILLS:

1. BE SURE TO READ THESE DIRECTIONS:
+ Before you start taking your p
« Anytime you are not sure what to do

2. THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT THE SAME TIME. DROSPIRENONE AND
ETHINYL ESTRADIOL TABLETS CAN BE TAKEN WITHOUT REGARD TO MEALS.

I you miss pill you could get pregnant. This incudes startng the pack ate. The more pi
you are o get pregnant. See "WHAT 10 DO IF YOU MISS PILLS” below.

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK TO THEIR STOMACH DURING THE
FIRST 170 3 PACKS OF PILLS,

if you do have spotiing or light bleeding or feel sick to your stomach, d
usually go away, I it does not go avay, check with your healthcare provider.

4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even when you make up these missed pils.
On the days you take two pils, to make up for missed pills, you coud also fee a e sick to your stomach.

.17 YOU HAVE VOMITING (ntn 210 4 hours ey ke your ),y shod ol the nsiructons fo WHAT
TODO IF YOU MISS PILLS. IF YOU HAVE DIARRHEA, or I YOU TAKE CERTAIN MEDICINES, including some at
and some herbal products Such as St. John's Wort, your pils may not work as el

Use a back-up mathod (such as condoms or spermicides) untl you check with your healthcare provider.

6. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL, talk to your healthcare provider about how to make
taking easier o about using another method of bith control

7. 1F YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN THIS LEAFLET, call your healthcare
provider,

'BEFORE YOU START TAKING YOUR PILLS
1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL

Itis important to
ethiny estradiol tablets can be taken withot regard to meals

2. LOOK AT YOUR PILL PACK: ~ IT HAS 28 PILLS:

The drospirenone and ethiny estradiol tablts
24 days. followed by 4 white “reminder” pills (v

3. ALSO FIND,
1) Where on the pack to strt taking pi
2) In wihat order 1o take the

you miss, the more likely

not stop taking the pil. The problem

the same time every day.

il pack has 24 pink “active” p
out hormnes) to b taken f

(vith hormones) o b taken for
four days.

artows)
ister card picture below

4. BE SURE YOU HAVE READY AT AL TIVES,
ANOTHER KIND OF BIRTH CONTROL (such as cond
AN EXTRA, FULL PILL PACK.

‘spermicides) to use as a t

2
from the Sunday you start your first pack until the next Sunday (7 days).
WHEN YOU SWITCH FROM A DIFFERENT BIRTH CONTROL PILL

When switching from ancther birth control pill, drospirenon and ethinyl estradiol tabets should be started on the.
‘same day that a new pack ofthe previous birth control pils would have been starte.

WHAT T0 DO DURING THE MONTH
1. TAKE ONE PILL AT THE SAME TIVE EVERY DAY UNTIL THE PACK IS EMPTY

Do nt skip pill even if you are spotting or bleeding between monthly periods or feel sick 1o your stomach (nausea)
Do not skip pills even if you do not have sex very often

2. WHEN YOU FINISH A PACK OF PILLS:

Start the next pack on the day afer your lat white “reminder
WHAT T0 DO IF YOU MISS PILLS

1fyou MISS 1 pin n Week 1 of your pack

1. Take t a5 5000 as you remember, Take the next pill at your reguar ime. o

Do not wait any days betiieen packs.

Drospirenone and Ethinyl Estradiol Tablets, 3 mg/0.02 mg
28 Day Regimen

DETAILED PATIENT PACKAGE INSERT

PATIENTS SHOULD BE COUNSELED THAT THIS PRODUCT DOES NOT PROTECT AGAINST HIV INFECTION (AIDS)
AND OTHER SEXUALLY TRANSMITTED DISERSES

This product (ike eptives) is intended to prevent pregnancy.
) and other sexually transmitted diseases.

Drospirenane and ethinyl estradiol tablets is different from other birth-contral pills because it contains the
progestin drospirenons Therefore

ethinyl esiradiol table 3 could cause

Tong-

you should consull your healthcare provider about
Bt for you, and during the first month that you take
s, you should have a blood festto check your potassium level

je* and others] when taken long-term and daily for

R only

contraceptives do not protect

a chronic condifion with any of the medications bel
ny
drospirenone and ethinyl estradio
= NSAIDS (ibuprofen [Motrin®, At

« Potassium-sparing diuretics (spironolactone and others)
« Potassium supplementation

« ACE inhibitors (Capoten, Vasotec*, Zestil* and others)

* Angiotensin-Il receptor antagonists (Cozaar", Diovan", Avapro* and others)

« Heparin

« Aldosterone antagonists

Drosprenans and Einy Esradiol et ars an ral conracepfs, sl o s it coirol il or “th i
avea

1ate of approimtely % per yar (1 pregnancy per ofuse). The typical
pprouimalely 5% per year (5 pregnances per 100 women per Year f Usc) when wamen who miss
included. However, fogetting t take pllsconsiderably ncreases the chances of regnancy.

INTRODUCTION

s are

2. You do not need to use a back-up birth control method if you have sex
1fyou MISS 2 pin 510 a row in WEEK 1 o WEEK 2 of your pack:
1. Take two pils on the day you remember and two pils the next day.

2. Then take one pill  day until you fiish the pack.

3. You COULD BECOME PREGNANT if you have sex i the 7 days after you restart your pils. You MUST use another
th control method (such as condoms or spermicides) as a back-up for those 7 days.

1fyou MISS 2 pink “actve” pill in a row in WEEK 3 or WEEK 4 of your pack:
1.1fyou are a Day 1 Starter:

THROW OUT the restof the pill pack and sart a new pack that same day.

1t you are a Sunday Starlg

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

2. You COULD BECOME PREGNANT if you have sex i the 7 days after you restart your
bith control method (such as condoms or spermicides) as a back-up for those 7 days.

3. You may not have your period this month but his is expected. However,f you miss your period two months in a
row, call your healthcare provider because you might be pregnant.

1fyou MISS 3 OR MORE pink “actve” pills in a row during ANY WEEK:
1.1 you are a Day 1 Starter:

THROW OUT the rest of the
1f you are a Sunday Start

Keep taking 1 pill every day untl Sunday. On Sunday, THROW OUT the rest o the pack and star a new pack of
that same day.

2. You COULD BECOME PREGNANT it you have sex inthe 7 days after you restart your pil
bith control method (such as condoms or spermicides) as a back-up for those 7 days.

3. You may not have your period this month but his s expected. However, i you miss your period two months in a
ow, call your healthcare provider because you might be pregnant

1fyou MISS ANY of the 4 white “reminder” pils in WEEK 4:

 THROW AWAY the pills you missed.

 Keep taking one pilleach day until the pack s empy.

= You do not need a back-up method of birth control

FINALLY, IF YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU HAVE MISSED:
Use a BACK-UP METHOD (such as condoms or spermicides) anytime you have sex.

You MUST use another

I pack and start a new pack that same day.

much of vill negd
50 hlp you determine ifyou are at risk of developing any of the
use the pill properly 5o that it will be 2 efe

a carefuldiscussio

et with him or her, both when you fist tart taking the
o oo o Rt rosora s i ognd 1 Sguarchk s

EFFECTIVENESS OF ORAL CONTRACEPTIVES

Oral contraceptives or “birth-control pills” or “the pill” are used o prevent pregnancy and are more effctive than
other nonsurgical methods of birh control. When they are taken cortecly the chance of becoming pregnant s less
than 1% (one pregnancy per 100 women per year of use) when used perfectly, vithout missing any pils. Typical
lure rates, including women who don't always follow the instructions exacly, are about 5% per year. The c

of becaming pregnant increases vith each missed pil uring a mensirual cyc

PERCENTAGE OF WOMEN EXPERIENCING AN UNINTENDED PREGNANCY DURING THE FIRST YEAR OF TYPICAL
USE AND FIRST YEAR OF PERFECT USE OF CONTRACEPTION AND THE PERCENTAGE CONTINUING USE AT THE
END OF THE FIRST YEAR: UNITED STATES.

KEEP TAKING ONE ACTIVE PINK PILL EACH DAY until you can
For additionalinformation see “Detailed Patent Labeling’

% of Women Experiencing %% of Women Continuing
an Unintented pregnancy Wiin Use at One Yeard
the First Year of Use
Typical Use! (2) Pertect Use? (3) @
8 85
Spormicides® 2% 6 W
Periodic abstinence % &
'S [ Catendar 9
You MUST use anotner | Ovation method 3
Sympto-thermals 2
Postowiation 1
Withdraval 19 4
Cap’
Parous women ) % 2
[ 20 9 5
Sponge
Parous women ) E) 2
2 9 5
" Diaphragm” % 6 5
Condom®
Female (Re 21 5
Wale i 3
P 5
progesin only 05
combined X
0D.
Progesterone T 2 15 8
Gapper T 3608 08 06 @
Lig 20 01 1 1
Depo Provera 03 03 @
Norplant and Norplant-2 005 005 8
Female steiization 05 05 100
Male serization 015 010 100
Emergency Contraceptive Pills: Treatment ntiated within 72 hours after unprotected ntercourse reduces te fisk of

Lactatonal Amenorthea Method: LAM is highy efectv, temporary method of contraception.
Source: TrusselJ, Contraceptive effcacy. I Hatcher RA, Trussel J, Stewart F, Cates W, Stewart GK, Guest £ Koval
. Contraceptve Technology: Seventeenh Revised Edition. New York NY: Invinglon Pubishers, 1996

1 Among typial couples who intiate use of a method (1ot necessariy for the first time), the percentage who
experience an acidentl pregrancy during the first year i they do not stap use for any ather eason.

2 Among couples who intate use of a method (not necessarly for the first ime) and who use 1t perfecty (both
consistntly and corecly). The percentage who experence an accdentalpregnancy during the frstyear 1 hey do
ot stop use fo any reason

n les attemp

1o avoid pregnancy the o use a method for oneyear.
The prcents tacoming preqan 1 cokans (2 and () ar base ot o popiatons wher contracepion
is not used and from women who cease using contacepion n oder tobecome pregnant. Among such popul

about 89%

ho would become pregrant within one year among wormen now reling on reversible methods of contacepton i
they abandaned coniracepton atogether.

& Foams, creams, gls vaginal suppostories, and vaginal film.

© Gevical mucus (ovulation) method supplemented by calendar in the pre-ovulatory and basal body temperature in
the post-ovulatory phases.

With spermicidal crean o
® Without spermicides.

©The treatment schedul is one dose within 72 hours after unprotected inercourse, and a second dose 12 hours after
th first dose. The Food and Drug Administration has declared the following brands of oral contraceptive to be sale
and effectve for emergency contraception: Ovral (1 dose is 2 wite ) Nordette or
Leven (1 . LofOvral (1
10 However, to maintain effctive protection against pregnancy, another method of contraception must be used as
S00n as menstruation resumes, the frequency or duration of breastieeds is reduced, botte feeds are ntroduced, or
the baby reaches six months of age.
WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES
Tgaretle smoking increases the risk of serious adverse effects on fhe hearl and biood vessels from oral
)

ot smoke.

u tablets. For example, you should nottake the
Il rospirenone and ethinyl estradiol tablets if you are pregnant or hink you may be pregnant. You should also not
use the pil drospirenone and ethiny estradiol tabets if you have had any of the following conditions
« Ahistory of heart atack or stroke

+ A history of blood clts i the legs (deep vein thrombophiebit
thrombosis)

+ Chest pain (angina pectori)
+ Known or suspected breast cancer or cancer of 1
+ Unexplained vaginal bleeding (unil a iagnosis i reached by your doctor)

+ Yellowing of the whites ofthe eyes or of the skin (jaundice) during pregnancy or during previous use of the
or other hormonal contraceptives

« Liver tamor (benign or cancerous)

+ Known or suspected pregnancy

« Heartvalve or heart hythm disorders that may be associated with formation of blood clots

« Diabetes with complications of the kidneys, eyes, nerves, o blood vessels

+ Sovers high blood prossure

« A need for surgery vith prolonged bedrest

+ Headaches with neurological symptoms

+ Allrgy or hypersensitity to any of the components of drospirenone and ethiny estradiol tablets
In addition, you should not use drospirenone and ethinyl estradiol tablets if you have any of the followin conditions:
« Kidey Disease

+ Liver Disease

marked in women over 35 years of age. Women who use

lungs (puimonary embolism), or eyes (roinal

ing of the wterus, cervix o vagina

+ Adrenal Disease

(over)



This label may not be the latest approved by FDA.

For current labeling information, please visit https

Ilwww.fda.gov/drugsatfda
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Drospirenone and Ethinyl Estradiol Tablets, 3 mg/0.02 mg
28 Day Regimen

Tell your healthcare provider f you have ever had ary of the above condiions (Your healihcare provider can

of bith contol). I ng-
with any of the following medications, you should consultyour healhcare pravider before taking ospirenone and
ethiny estraiol tablets:
« NSAIDS (buproten, naprosyn and others)
« Potassium-sparing duretcs (splronolactone and others)
« Potassium supplementation
= AGE inibitrs (captopri, snalapril, sinopri and others)
= Angiotensinl receptor antagonists (Gozaar”, Diovan*, Avapro* and others)
* Heparin
« Aldosterone antagonists

TAKING ORAL
Tl your healthcare provider if you have o ever had

« Broast nodules, fibrocystic disease ofthe breast, an abnormal breast X-ray or mammogram

- Diabetes

« Elevated cholesterol or iglycerides

« High blood pressure

A blood test ndicaing a higher ik of having blood cots

« Migraine o ather eadaches or eplepsy

« Mental deprossion

« Gallbladder, heart o Kidney disease

= History of scanty o iregular menstrual perods

Women vith any of these conditions should be checked often by thir heathcare provider i they chaose to use oral
contraceptivs.

Aso, doctor or ifyou smoke, . recently had a baby
or miscarriage, or re breast feeding

RISKS OF TAKING ORAL CONTRACEPTIVES

1. Risk of Developing Blood Clots

Blood clots and block side effects of taking oral conraceptives and can be
o 18 el o o0 S v B o s b 3 w033 o b v
1ungs can cause Sudden blocking of the vessel carrying blood to the lungs. Rarel, clots occur in th blood vessels
of the eye and may cause bindness, double vsion, or impaired vision.

Ityou fora have recently
delivered a baby, you may be at risk of developing biood clots. You should consuit your doctor about stopping oral
contraceptives three o four weks before surgery and not taking oral contracepives for two weeks after surgery or
during bed rest. You should also ot take oral contraceptives soon after delivry of a baby or a mid-trimester
pregnancy loss or termination. s advisable 1o wait for at least fourto sx weeks after delivery i you are not beast-
feecing. f you are breast-feecing, you should vt unilyou have weaned your child before using the pil. (See also
the section on breast-feeding in GENERAL PRECAUTIONS.)

2. Heart Attacks and Strokes

(stoppage or rupture of blood vessels inthe brain)
and angina poctos an art atack (3ockage of bloa vessls n 5 neart). Ay of tesa conaions can causs
death o serious disabily
Smaking gratly increasesthe possbilty of sufering heat atacks and srokes, Furthermore, smoking and the use
of oral ncrease the chances of o of heart disease.
3. Gallbladder Disease

probably have a r
may e reatad 0 il conaning high 6086 of s510gens.
4. Liver Tumors
I rare cases, oral contraceptives can cause benign but dangerous fiver tumors. These benign lver tumors can

n addi ble but not has been found with the

i ang oo cacar i b sdes, in o v o oeope s e s cncrs v four o

Drospirenone and Ethinyl Estradiol Tablets, 3 mg/0.02 mg

28 Day Regimen
might be associated with birth defects, but thse studies have not been corfirmed. Neverthless, oral contraceptives
should not be used during pregriancy. You should check vith your doctor about isks to your unborn chid of any
‘mecication taken during pregnancy:

2. While Breast-Feeding

Ifyou are breast-{eecing, consultyour doctor before sarting oral contacepives. Some of the drug
imthe i A o acherse afects on th i e oan rore, ncludig ity

d in additon, oal cortr

Draspirenone and Ethinyl Estradiol Tablets, 3 mg/0.02 mg
28 Day Regimen

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

Use a BACK-UP METHOD (such as condoms or spermicids) anyime you have sex

KEEP TAKING ONE ACTIVE PINK PILL EACH DAY untl you contac your halthears provider

PPREGNANCY AFTER STOPPING THE PILL

There regn especial
menstual cyie belore you e O COIaceps. It sy b Aviabl 1o posipone concepion il you bein

protectiondecreases.
ed for onger periods of time. You should consider starting oral contraceptives only after
id completel.

3. Laboratory Tests.
1fyou are scheduled for any aboratory tests,

your doctor you are taking bith-control pills. Certain blood tess may

be affected by birih-control pi
4. Drug Interactions
Cerain drugs may ineract

irth-control pills 1o make them less effectve in preventing pregnancy

drugs used for epilepsy such as barbi

you have stopped taking

“There does not appear 1o be any increase i birth defects in newborn babies when pregnancy occurs soon after
stopping the pil.

OVERDOSAGE

Serious il ffects have not been reported folloving ingestion of large doses of other oral contraceptives by young
children. Overdosage of drospirenone and ethinyl estradiol tablets may cause nausea and withdrawal bleeding in
females and may increase blood levels of potassium or decrease blood levls of sodium, which could be dangerous.
In case of overdosage. contact your healthcare provider.

OTHER INFORMATION

s drug). phenylbutazone
and possibly cerain ant 1 St John's Wort (hypericum perforatum) may red:
effeciveness of ral contraceplives. This may also resultin breakthrough bleeding. You may need to use an additional
‘method of contraception durin youtake drugs that

BOLDED TEXT AT BEGINNING),

5. Sexually Transmiled Diseases

This product
HIV (AIDS) and other sexwal
hepatits B, and syphi

INSTRUCTIONS TO PATIENTS
HOW TO TAKE THE PILL
IMPORTANT POINTS TO REMEMBER
'BEFORE YOU START TAKING YOUR PILLS:
1. BE SURE TO READ THESE DIRECTIONS:

= Before you star taking your pis,

« Anytime you are not sure what to do.
2. THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT THE SAME TIME. DROSPIRENONE AND
ETHINYL ESTRADIOL TABLETS CAN BE TAKEN WITHOUT REGARD TO MEALS.
1fyou miss pills you could get pregnant, This includes starting the pack late. The more pill you miss, the mor
you are to get pragnant. See “WHAT T0 DO IF YOU MISS PILLS" belov.
3 MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK TO THEIR STOMACH DURING THE
FIRST 170 3 PACKS OF PILLS,
If you do have spotiing or light bleeding or feel sick to your stomach, do not stop taking the pil. Te problem vil
ustally go away. I it does not go away, check vith your healthcare provider
4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even when you make up these missed
On the days you take two pils to make up for missed pils, you could aso feel a ite sick o your stomach.
5. 1F YOU HAVE VOMITING (within 3 0 4 hours aftr you take your pl
0 DO IF YOU MISS PILLS. IF YOU HAVE DIARRHEA o F YOU TAKE CERTAIN M
and some herbal products such as St John's Wort your pils may not work as v
Usea h as condoms or spermicides) ealthcare provider.
6. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL, talk to your healthcare provider about how to make.
taking easier or about using another method of bith control
7.1F YOUHAVEANY OUESTIONS OF ARE UNSURE ABOUT THE IFORMATION I THS LEAFLET cl our hestcars
provider.
'BEFORE YOU START TAKING YOUR PILLS
1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL.

intended 1o prevent pregnancy. It does not protect against transiission of
Tarsried dseass Such 5 ChamyGis, Qenta e, gemial s, onorne,

Iy

INES, including some a

have used oral contraceptives for long periods. Howover, iver cancers are extremely rare
liver cancer from using the pills thus even rarer.

5. Cancer of the Reproductive Organs and Breasts

Various studies give conflicting reports on the reationship between breast cancer and oral contrac
coniraceptive use may slightly increase your chance of having breast cancer diagnosed, partcularly aftr using
hormonal contracepiives at a younger age. Afer you stop using hormonal contracepives, the chances of getting
breast cancer begin to o back down. You should have regular breast examinations by a health caro provider and
examine your own breasts monthiy. Tell your healthcare provider i you have  family history of breast cancer or f
Jou have had breast nodues o an abnormal mammogra. Women who curtenty haeor ave had breast cancer
should not tcancer s a tumor.

tudies have found
However, this finding may be related 1o factors other than the use of oral conlraceplives.

ESTIMATED RISK OF DEATH FROM A BIRTH-CONTROL METHOD OR PREGNANCY

Allmethods of ariskaf which may lead
o disabilty or death. An estimate of the number of deaths associated with diffrent methods of birth control and
pregnancy has been calculated and i shown in the following tabe

ANNUAL NUMBER OF BIRTH-RELATED OR METHOD-RELATED DEATHS ASSOCIATED WITH CONTROL OF
FERTILITY PER 100,000 NON-STERILE WOMEN, BY FERTILITY-CONTROL METHOD ACCORDING TO AGE

151010 | 201020 | 251020 | 301034 | 351039 | d0tods
Mo fertity conrol methods | 7 74 91 148 257 282
Oral contraceptives non- 03 05 09 19 138 316
smoker 2\

ol 22 34 66 135 511 172
o2 08 08 1 1 14 14
Condom 14 16 07 02 03 04

. 19 12 12 13 22 28
Periodic abstinence \1\ 25 16 16 T 29 36

1\ Deaths are birh reiated
\2\ Deaths are method related
‘Adapted from HW. Ory, Family Planning Perspectives, 15:57-63, 1983.

It sbovs b, h 1k fdesty oy catrl i stk of O ot o
over il uers over it Ttcan
be Soan nth tabl hat for women aged 15 0 39, the ris o death s highestwith prognancy (7 o 26 deats por
100000 vamen, tapening on g, Arany i isr o o 1o ok, 5o st vasahys vt
jth preg theage of 40,
that age. ovever,for il users who
smoko and are ver ihe ag f 35, ineestimaled number f deals exceds thosefor fher methods of ith control.
112 woman i over the age of 40 and smokes, herestimated iskof death i four times higher (117/100,000 women)
than th estimated isk associated with pregrancy (28/100,000 women) in that age group.

The suggestion that women over 40 ot

ethiny estradiol tablets can be taken withaut regard to meals
LOOK AT YOUR PILL PACK: - T HAS 28 PILLS

‘The drospirenone and ethinyl estradiol tablets-pillpack has 24 pink “activ” pills (vith hormones) to be taken for
er

24 days, followed by 4 white “remi
3. ALSO FIND,
1) Where on the pack to stat taking
2) I wha order to take th pils (follow the arrows)

3) The week numbers are shown on the bistr card picture below.

(without hormones) to be taken for four days.

s s ATEQ)

rsion i st s, 3022 g (5]

White Pils

4. BE SURE YOU HAVE READY AT ALL TIMES:
ANOTHER KIND OF BIRTH CONTROL
AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRST PACK OF PILLS

You have a choice for which day to sart taking
the best day for you. Pick a time of day, which

DAY 1 START:

spermicides) to use 252 il

ur first pack of pills. Decide with your healthcare provider, which is
be easy o remember.

1. Take the first pink “actve” pillof th first pack during the first 24 hours of your period.
2 You wil not need 1o use a back-up birth control, your period.
‘SUNDAY START:

lof the your period starts, u bleding
1 our priod bein on Sunday,sar th pac hat samo 6.

o o Ngh-dass e 30 1 68 e 00 IS 15 paciet k. Aoty Com
FDA discussed this issue in 1989 and recommended that the benefts of oral contraceplive s
However, all women, espe

o cautoned fo use the lowest-dos pil hat s afciv
WARNING SIGNALS

anyof il youare taking allyour doctor inmeditey:
Starpcht pin, cougting of b, or suddan shorinessof breth (ncicting ol lotnte )
in i th cal (cicating  possle ot i e eg)

Grushing chest pan or heaines inthe chest (ndicating  posible hart atac)

Sudden severe headache or vomiting, dizziness or fainting, disturbances of vision or speech, veakness, or
numbness in an arm o leg (indicating a possinle sroke)

Sudden partal or complete loss of vision (indicating a possible clot in the eye)

2 doctor o h

provider to show you how to examine your breasts)
Severe pain or tenderness in the stomach area (indicating a possibly ruptured fiver tumor)

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

« Jaundice or a light yellowing of the skin or eyeballs, accompanied frequentl by fever, fatigue, loss of appeit,
ht-colored bowel movements (ndicating possibl lver problems)

SIDE EFFECTS OF ORAL CONTRACEPTIVES

0 batween el ponods [0 creakough e, WIGN . o mch ik a requar par. aguar
blecting occus st ofen Qg he st few Mani o ra ontacepie o, bt may s 0t ater you Tave
been taking the pill for some time. Such bleeding may be temporary and usually does not ncicate any serious
problems. tis important to continue taking your pills on schedule. I the bleeding occurs in more than one cycle or
lasts for more than a few days, tlk o your doctor or healthcare provider

2. Contact Lenses

1f you wear contact lenses and notice a change in vsion of an inabilty to wear your lenses, contact your doctor or
healthcare provider

3. Fluid Retention

o e Sunda o S You S ks not S 1 G,

WHEN YOU SWITCH FROM A DIFFERENT BIRTH CONTROL PILL.

When switching from another birth control pill on the same.
day that a new pack of the previous birth contrl pill would have been starte.

WHAT TO DO DURING THE MONTH

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

I even if you are spotiing or bleeding betuieen monthly periods or feel sick 1o your stomach (nausea).

s even if you do not have sex very often

2. WHEN YOU FINISH A PACK OF PILLS:

Startthe next pack on the day after your last white “reminder” pll. Do not wat any days betuieen packs.

WHAT T DO IF YOU MISS PILLS

1fyou MISS 1 pink “actve” p

1 remember. Take o egu pills i one day.
2. You do not need to use a back-up bith control mathod it you have sox.

1fyou MISS 2 pink “actve” plls in a row in WEEK 1 OR WEEK 2 of your pack

1. Take two pils on the day you remember and two pis the next day.

2. Then take one pilla day untilyou finish the pack

3. You COULD BECOME PREGNANT if you have sex in the 7 days after you restart your pill. You MUST use another
birth control method (such as condoms or spermicides) as a back-up for those 7 days.

1fyou MISS 2 pink “actve” pills in a row in WEEK 3 or WEEK 4 of your pack:
1.1 you are a Day 1 Starter:
THROW OUT the rest of the pil pack and start  new pack that same day.
1 you are a Sunday Startr:

Kaep taking oe pll every day unil Sunday. On Sunday, THROW OUT the rest o the pack and starta new pack of
that same day.

2. You COULD BECOME PREGNANT if you have sex i the 7 days ater yau restart your pils. You MUST use another
birth control method (such as condoms or spermicide) as a back-up for those 7 days.

3. You may not have your period this month but his is expected. However, i you miss your period two months in a

pressure. If you experience fluid retention, contact your doctor or healthcare provider.

4. Melasma

A spoty darkening of the sin s posibe, prtcularly of th face

5. Other Side Effects

Othr sideefects may include nause, vomitg, change inappeie, headache, nervousness, deprssion, dizzinss.

lossofscalp ht, ash, and vaginl ifectons

any of bother you, call your doctoror It

GENERAL PRECAUTIONS

1. o Early regnancy

There may b times hen you may not mansiuat regurly aftr you have complted taing a cyceofpis. fyou

e (ke your pils regulary and iss one mensirual period, coninue aking your pils fo the et yce bl be
55 sircted and missed a menstral

menstrual periods, you may be pregnant. Check with your healthcare

imediately to determine whether you are pregnant. Stop taking oral contraceptives if pregnancy is

when taken inadvertently during early pregnancy. Previously, a few studies had reported that oral contraceptives

ow, call your doctor or might be pregnant
1fyou MISS 3 OR MORE pink “actve” pll in a row during ANY WEEK:
1. you are a Day 1 Starter:

THROW OUT the st of the
I you are a Sunday Start

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

2. You COULD BECOME PREGNANT if you have sex in the 7 days afer you restart your plls. You MUST use another
birth control method (such as condoms or spermicides) as a back-up for thos 7 days.

3. You may not have your period this month but his is expected. However, i you miss your period two months in a
ow, call your doctor or linic because you might be pregnant.

1fyou MISS ANY of the 4 white “reminder” pills in WEEK 4:
« THROW AWAY the pils you missed.

+ Keep taking ane pill each day unti the pack s empty.
* You do not need a back-up method

pack and start a new pack that same day.

Your famiy history tives and will examine
you. The physical examination may be delayed to another time if you request it and the healihcare provider belleves
that it postpone . You should least once a year Be sure to

provider i there is a family history of any of the conditions lsted previously in this leaflel. Be sure to keep all
app care provider, because his i signs of sde effe
of oral contraceptive use.

0 not use the drug for any conition other than the ane for which it was prescribed. This drug has been prescribed
specifcally for you; do not give ito others who may want birt-control

HEALTH BENEFITS FROM ORAL CONTRACEPTIVES
I 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 les iron may be lost. Therefore, anemia due to iron defciency
is less likey to occur.

Pain o ather symptoms during menstruation may be encountered lessfrequenty.
Ovarian cysts may occur s frequently.

Ectopc (tubal) pregnancy may ocour ess frequenty.

. orlumps i the breast may frequ

« Aute povi nflammatory disease may occur lss frequenty:

Oral contracepti
and cancer of the

2 may provide some protection against developing two forms of cancer: cancer of the ovaries
ing of the uterus.

1 you want more information about bith-contral pils, ask your doctor or pharmacist. They have a more technical
leaflet called the Prescribing Information, which you may wish to read.

Gall your doctor for medical advice about sds effects. You may report ide effecs to FOA at 1-800-FDA-1088.
marks are f their
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