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AGAINST HN INFECTION (A108) AND OTHER SEXUALLY
‘Bonly

(desogestrel and ethiny! estradiol) Tz

PATIENTS SHOULD BE COUNSELED THAT THIS PRODUCT DOES N
Y TRANSMITTE

DESCRIPFTION
Apri 28 and 21 Day Regimen bilster cards for desogestret and ethiny! estradiol tablets
pmmwmﬂnmof 21 round rose-colored tablets. Each rose-
colorad “active” desogestrel and mmnnuu oral administration con-
tains 0.15 mg desogastrel (13-ethyl-11- methylene-18,19-dinor-17 af requ-en
zow17mwo.aammmnnu(1m17upm-mm- 10)-trign-
20-yne-3.17-diol). inactive inctude colloidal si dlondo &C Blue
No. 2 Auminum Lake, FDAC nowmmunnyu mathyicel-
luigss, lactoss monchydrate, polyettylens giycol, polysorbats 80, povidons, pragela-
tinized starch, stsaric acid, titenium dicxide, and vitamin €. : .
mum&ummmrmwwmmwm
sizarate, microcrystaiiing cetiulose and pragetxtinimd starch.

o
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InmeMcydadwdmadmhdmmd mirMosummNe!.ma:dmm
concantrations of 3-keto-desogestrel of 2,805 + 1,203 pg/mi. (mean+SD) are reached

lower mean AUCo y at steady state, This indicatey that the
kinetics ot are non-inear due to an increase in binding of
-keto-desogestrel hormone-binding globulin in the cycle, attributed to increasad
sax hormone-binding lovals which are induced by the administration of

state. In addition to other phass | metabolites are 3a-OH-deso-
[\ Thess other matabolites are
not known to have affects, and are further comvertsd in part by con-
jugation (phase || metaboksm) into polar metabotites, mainly sulfatss and glucuronides.

estradiol is compiately absorbed. in the third cycle of use
aftsr a single desogestral and sthimyl estradiof tablet, the relative bicavailabiiity is
Inmmwmdmmasuuh and ethinyl estradiol tabist, maximum
concantrations of ethinyt estradiol of pg/mL are reached at 1.5+0.8 hours. The

AUCo is 1,471:268 pg/mi. » i aftar a single doss. At steady stats, attained from at
estradiol concentrations of 14148 pg/mL are

Ths mean AUC,-.. for etitinyl estradiol following a single dose during treatment cycls 3

does not signdicantly differ from the msan AUCe. 3t steady state. This finding indi-

cates linegr kinstics for sthinyl estradiol.

The sfimination haif-fe is 26:6.8 hours at stsady stats. Ethinyl estradiol is subject to a sig-
conjugation estradiol

lites. mmmmmwmmﬂmd
INDICATIONS AND USAGE
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Apri (desogestrel and ethityl esiradiof) Tablets are indiczied for the pravention of preg-
nar:u\qmwommmmmmwwmuwmaammodmcomw

mmmmmmwm deomauponmofw

abuwwmmdwnymuad Correct and consistant use of thess methods can result

in lgwer faiture rates.

TASLE (: LOWEST EXPECTED AMD TYPICAL FAILURE RATES
THE FIRST YEAR 0P CONTINUOUS USE OF A METHOD g

abstinence

(alt methods) 14 20
steritization 04 04
Male stariitzation 0.10 0.15

Adapted from RA Hatcher et al., Table 5-2,(1994) ref. #1.

* The authors’ best guess of the of women sxpectad to experienca an acc-
dental pregrancy among caupies who a method (not necessartly for the first
?gn%wmmwmmmmmwmummmm

"mmmwmmmwdaw not necessarlly
year if they.

for the first time), who axperience an accidental pregnancy during the
do ntot stop uss for any other reason.

*** VA — Data not avaitabie.

in a clinical trial with desogestrel and ethingt estradiol tablets, 1,195 subjects complet-
od 11,658 cycles and a total of 10 pregnancies wers reported. This represents an over-

. umwmmm
. mmapwummmwm
. menususomduwlq

contraceptives is associated
ditions including myocardigl infarction, thromboembotism, stroke, hepatic neoplasia,
and gailbladder dissass, aithough the risk of serious morbidity or mortality is very smatl

Prawﬁannprmwu contraceptives should be familiar with the foilowing infor-
mation retating to thesa rigks.

The information contained in this package insert is principally basad on studies carried
out in patients who used oral contraceptives with formulations of higher doses af estro-
gens and progestogens than thoss in common use today. Thuffeaotlomts:musauf
the oral contraceptives with formuiations cf lower doses of both estrogens and
progestogens remains to bs determined.

Throuohommishboﬂnq mmmwmmmmamm retrospec-
tive or C2sa controt studies and prospective or cohort studies, (ase control Studies pro-
vide a measure of the relative risk of 2 disease, namely, a ratio of tha incidencs of a dis-
€ase among oral contraceptive users to that among nonusers. The relative risk does not
provide information on the sctual ctinical occurrence of a disease. Cohort studies pro-
Meammumwmmammmmmmmwm
betwesn oral contraceptive users and neftusers. Tha attributable risk does provide
information about the actual occurrence of & dissase in the popuiation (Adapted from

v
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sferred to a text on apidemiological methods.
1. THROMBOEMBOLIC DISORDERS AND OTHER VASCULAR PROBLEMS

a. Myocardia
An increassd risk of myocardial irfarction has been attributed t oral contra-
coptive use. This risk is primarfly in smokers or women with other undartying  , -
risk factors for coronsry artery dissase such a3 hypertension, hyperchoies-
terolamia, morbid obesity, and diabetes. The ralative risk of heart sttack for cur-

.‘

rent ot contracaptive usars has baen estimatad to be two to six (4-10). The “—T

risk ig very low i women under the age of 30.

Smoking in combination with oral contraceptive uss has been shown to con-
tributs substantislly to the incidence of myocardial infarctions in women in_
their mid-thirties or oider with smoking accounting for the majority of excess

and oider among women who uss oral contraceptives. (See Tabie )

TABLE i Circalatery diseass mmnm.ﬂmw
age, snoking stalug and orsl coniruceptive we

(2223 EVER-USERS (NOR-SMOKERS)  [CZ50] CONTROLS (NON-SMOKERS) -~
pp—

R OVER-USERS (SMOKERS) [SSS CONTROLS (SMOKERS)

~
8

8
1

000 WOMAN-YEARS)
8
|

8
1

MORTALITY RATE
(NO. OF DEATHS/100
b4
1

(-]
L

rer o =
1524 2534 45—

(WMP.M.UMNV.MM.MZ.)

omm«mmmmummmm
hypertsnsion, diabetes, and obesity (13). ln‘pafﬂwtaf
causa

with a two-fold incresss in the risk of venous th bollc disease a3
compared to other low-dose (containing less than 50 of estrogen) pitis
According fo thess studies,

other

increases the yearty occurrence of venous thrombosmbokic disazse by about
10-15 cases per 100,000 wornen.

Earfier case control studies on oider formutations have found the reiative risk
of users compared to nonusers (o be 3 for the first episode of superficial
Wmmlmﬂfwdawvmmupuunowyembohsm
and 1.5 to 6 for women with pradispasing conditions for venous thromboem-
botic disaxse (2.3.19-24). Cohort studies have shown the relative risk 10 be
Mmmammmmwtsmmmmumm

(25). The risk of twromboembofic disexss associated with

com?g)mhmmmwmmmmdwaﬂumuusau
stopped

A two- (0 four-fold increase in retative risk of post-operative thromboembolic
compfications has been reportad with the use of oral contraceptives (9). The
retative risk of venous thrymbosis in women who have predisposing cond-
tions is twica that of women without such medical conditions (26). if feasible,
oral contraceptives shouid be discontinued at least four weeks prior to and for
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¢. Persistance of risk of vascular dissase

0ping cersbrovascular diseass persistad for at least 6 years aftar discontinua-
tion of oral contracsptives, although axass risk was very small (34). However,
bath studies wers performed with oral contraceptive farmutations containing
0.050 mg or higher of estrogens.

ESTIMATES OF MORTALITY FROM CONTRACEPTIVE USE

One study gathered data from 3 vasiety of sources which have estimatad the mor-
tality rate associated with differsnt methods of contracsption at different ages
{Tabie HI). Thess estimates include the combined risk of death associated with

progesto-
gen that is compatible with a low falivre rats and individual patient needs. [Ses
tabie below. |

TABLE [H: ANNUAL NUMBER OF BIRTH-RELATED OR METHOD-RELATED
ASSOCIATED WITH CONTROL OF FERTILITY PER 108,000 NON-STERILE
WOMEN, BY FERTILITY CONTROL METHOD ACCORDING T0 AGE

Nethod of contrel and ouicome  15-19 !’-}4 B2 B M

No lertility control methods*® 70
non-smokes

g55ee
M= —_OnN

91 148 257 282
05
34
08
18
12
18

~-—OonNo

NO—-DNW

O —~O

ovNoew
=)

(Adaptad from H.W. Ory, ref. #35.)

3.

CARCINOMA OF THE REPRODUCTIVE ORGANS AND BREASTS
epidamiological studies have

ing breast cancer, particularly at a . This incraased relative nsk
anmmmmmamam%-am.
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Soma studies suggest that oral contraceptive uss has been associated with an
incraass in the risk of cervical intraepithelial neoplasia in soma poputations of
wormen (45-48). However, there continues to be controversy about the extent to
mmmmummmmmmmmu

tudies

carcinoma (52-54) in long-tarm (>3 years) oral contracoptive users, Howewer,
thess cancers are rare in the U.S. and the attributable risk (the excess incidence)
of liver cancars in oral contracaptive users approaches less than one per milion

CONTRACEFTWEUSEBEOREORDUNNEARLYPREGW
mmmmwwusmmmmnaummmmmmm
In women who have usad eonummmpmmqse-mm
majerity of recent studies aiso do not indicats a taratoganic effact,
sohraswmacmhsmummwnanmﬁﬁ.s&ﬂ
59) mnoMmmwmmwmmwmmmw

The administration of oral contraceptives to induce withdrawal should
not be usad as a test for pregnancy. Oral contraceptives should not be used dur-
ing pregnancy to treat threatened or habitual abortion.

DISEASE

Earlisr studies have raported an increased [Hetime retative risk of galibladder
surgery in usars of oral contraceptives and (60,81). More racent stud-
ies, however, have shown that the reiative risk gardiadder dissase
among oral coniraceptive users may be minimal (62-84). The recent findings of
minimal risk may be reiated to the use of oral contraceptive formuistions con-
taining iower hormonal doses of and progestogens.

ou’x:mmmwum EFFECTS

cream insulin
aom(nsewnmam oral contracaptives 2ppear t0 have N0
sffect on fasting glucass (67). mdmwwmmn
diabetic and women thould be carefully monitored while taking oral con-

tracepthes.

A smai proportion of women will hiave persistant hypertrigiyceridemia while on
mw&nmm(mwmnasumm).mmm
trigiycerides and lipoprotain levels have been reported in orat contraceptive users.
ELEVATED BL.OOD PRESSURE

with extended duration of use (61).

Data from the Royal College of Practitioners (12) and subssquent
domized trials have shown that the incidencs of with
incraasing J

Women with & history of of dissases, or renal
diseass (70} shoutd be encouraged to use ancther method of contracaption. it
women efect to uss o they be monitored clossly and #
significant slevation of blood pressurs octurs, shouid be dis-
continued: For most women, wmtonocmmr

elevatad blood pressure
stopping oral contraceptives (69). and there is no difference in the occurrencs of

WE&GDWACHE among formes and never users (68,70,71).

Tha onset or- exacarbation of migraine or deveiopment of headache with a new
nammwmhlsmumwsmwmmu&u o
con evaluation of the causs.

BLEEDING IRREGULARITIES

Breakthrough bleeding and ae in patients on
oral contraceptives, especially during the first three months of use. Nonhormonal
causas shoutd be considered measures taken to rule out

to another formutation may soive the protilem. In the event ot amencrrhea, preg-

-
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- Sa_;;ﬁei-r encourtter post-pi amenorThea or oiigomenorrhea, espacial
when $uch & condition WS pre-oxzient
PREGNANCY

12,
J ) Emuwdamumnmmwmmmwmmn

1

PHYSICALEXAWNA'I’IONANDFG.LOWUP

examination
abdomen and peivic organs, inchuding cervical , and relevant laboratory
undiagnosed, W’%mm

3. LUVER
If jaundice develops In any woman recaiving such drugs, the medication should
lbadbmnﬂimm may be poorly metaboiized in patients with
m,

tions which might be by fuid
5. EMOTIONAL D
Wormen with a history of depression should be caretubly cbsarved and the drug
discontinued if racurs {0 3§ serious degree:
Contact lens wetsars who develop visual changes or changes in lens tolerance
be assessed by an
7. DRUG INTERACT!

cemmummmmmmwmwmmmqum
ed by oral contraceptives: .
2. Increasad prothrombin and factors VI, VIIL, Ixmlwmm

3; increased norepinephrine-induced
b. |mmmuummmmm)m mmammmu
thyroid hormone, a8 measurad by protsin-bound wdine (P81), T4 by column
dacreased, refiecting the ele-

ADVERSE REACTIONS
MWMNMMW afverss reactions has been 2ssociated with
tha use of oral wnnmﬁm(mwwmssm)

ce|

ptives and are betieved o be drug-retated:
* Naussa

« Vomiting '

* Gastrointestinal symptoms (such as abdeminal cramps and bloating)
* Breakthrough blesding

* Spotting

Chznuahmmmﬂow

Amenorrhea

-Em‘mmmmmmmmmm
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decraasad incidence of fibroadsnomas and fibrocystic disexss of the breast

Efacts from long-term uss:

ed with the postpartum period must be considered. (See CONTRAINDICATIONS and
WARNINGS concerming thromboembotic disezsa. Ses 2150 PRECALITIONS for “Nursing

uring
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discontinuing oral contraceptives. In breakthrough blesding, as in all casas of irregu-
lar bleeding from the vagina, nonfunctional causes shoutd ba borns 1 ming. In undi-
agnosad persstant or recurrent abnormal bissding from the vagina, adequata diag-
nostic measures ar8 indicatad to rule out pregnancy or matignancy. If pathotogy has
been excludsd, time of a change to another formutation may scive the problem.
5“ mmmoriwnmuwmmammmmmomcnnmm&wnilopomﬁam
minimizing menstrudl imegutartty, shouid be dane if since
this may increass the risk of thromboembotic dissass. oo 1 necessary
u?eo'omeammmmmmmmmm

Cartons of 6 biister cards NDC# 51288-575-21.
STORAGE: Store a1 controlied room temperaturs 15°-30°C (59°-88°F).
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- Gynecol 5
_a effacts of two low-dosa orai contraceptives on sax and froe
{RStOSIBTONe binding

hormone-binding glabutin
. AJOB, 1887; 156:199-203. 38. Hammond, G ot & Serum
protein concentrations, distribution of progestogens, ity of
fing traatment with contraceptives

Briet Summary Patient Package insert

AprT
(desogestrel and ethinyl estradiol) Tablets
B only

* smoke

* have high blood pressure, dizbetes, high cholestarol.
-mmmmmmMMMMm
cer of the breast or sex organs, jundice or matignant or benign Lver tumors
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PLEASE ROTE; This Lebeiing is revised from time ¥ thne as medicsl
l . uw-

The oral contain 3 combination of progestogen and

In comparison, typical tailire ratas tor other non-surgical ot birth control dur-
ing the first ysar of uss are a3 follows:
Implant: <1%
Injection: <1%
wp: . 110 2%
Diaphragm with spermicides: ;B'Io
1%
Vaginal 18 to 3%
’ Ww 18 10 36%
Condom slone (male): 1
Concom aione (temaie). U%
Periodic
No methods: 85%

Chest pain (angina pectoris) ) )
Known or breast cancey of cancer of the lining of the utanus, cervix or

suspocted pregnancy .
Tell your doctoe or ctinic it you have ever had any of thess conditions. Your doctor of
clinic can racommend a saler method of birth control,

OTHER CONSIDERATIONS SEFORE TAXING ORAL CONTRACEPTIVES
Tell your doctor or cinic  you have of have had:
* Breast nodules, fibrocystic disaass of the breast, an abnormal braast x-ray of mam-

g
g
i
;
é
23
i
i
:

in 08 of the lags can causs Brombophleditis and a ciot that travess 10 the kngs
causs 3 sudden biocking of the vessal cantying biood to the lungs. Thesa risks
greater with desogestral-cortaining oral contraceptives, such s Apri (desogestrel
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fonged ilness or have racently deiversd a baby, you may b at risk of
clots. You should consult your doctor of clinic about stopping oral contracaptives th

3
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SIOF EFFECTS OF ORAL CONTRACEPTIVES

:&ww' mm‘ spoting

o My OcCur while you ars the pills. Irrequiar
bieeding may vary from siight staining betwesn menstrua peri mbmnr;mmh
bieading which is a flow much e & reqular period., |megutar biseding occurs most often
dmhm%mﬁdnwmmmmwwmm

The more you miss, the mare likaly you ars to get pregnant.

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

It you feet sick to your stomach, do not stop taiing the pill. The problem will usuak
Iy go away. It it doesn't go away, chack with your doctor of clinic.

4. MISSING PILLS CAN CAUSE SPOTTING OR LIGHT BLEEDING, even when yor
mal up these mitsad pils. On the days you taka 2 pilts to maks up for missed pilfs
ymmudmfwaﬂmddmmm

5. {F YOU HAVE VOMITING QR RHEA, for any reason, or IF YOU TAKE SOME
MEDICINES, inciuting some antibiotics, your piils may not work as wel.

Use & back-up mathod (such as condoms, toam, or sponge) until you chack wid

your doctor or clinic.
6. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL, taik to your doctor of
mtwmnmmm&wm»mwm«mmmim

controk. .
7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IR
THIS LEAFLET, call your doctor or cinic.
YOU START TAKING YOUR PILLS: -
1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. It is important to take

le 74 T71d HNOA v %007 2
240 LU SWES Jy) 1n0gR 1B Y
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rosa-Colored) pills (with hormones) to take for 3

weeks, followed Dy 1 week without pilis.

The

T SEE I T HaS 21 OR 28 PILLS:

“active” |
has 21 “active” {rose-colorad] pils (with hormones) to take for 3

Dy 1 week of reminder [whits] pills (without hormones).
1) whare on the pack o start taking the pikls,

2) In what order

to taks the pills (fotiow the aTows) and
3} the week numbers printad on the paci.

LOOK AT YOUR PILL PACK

1t at about the same time

The 21-0ill pack has 21

weeks. followed
3. ALSQ FIND:
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3. You MAY BECOME PREGNANT if you have sax in the 7 days after you miss pibs,
You MUST usa ancther birth control method (such 23 condoms, foam, or sponge)
3 2 back-up method for those 7 days.

1t you MISS 3 OR MORE [rosa-colorad] "active™ pils in a row (during the first 3 weeks).

1. ¥ you arv 8 Doy 1 Starter: .

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

i you are 8 Suwdsy Starter: -

Keap taking 1 pifl every day untl Sunday. :
g;y&m.maowmmmummumammapmMW

You may not have your period this month tut this is expectsd. However, i you miss
your pertod 2 months in a row, call your doctor o7 ¢linic becauss you might be preg-

nant

You MAY BECOME PREGNANT if you have sex in the 7 days after you miss pils,
You MUST use anather birth control method (such as condoms, foam, oF sponge)
as 3 back-up method for thoss 7 days.

A REMINDER FOR THOSE ON 28 DAY PACKS:

if you forgst any of the 7. [whita] “reminder” piils in Woek 4:
THROW AWAY the pills you missed.

Keep taking 1 pifl sach day untii the pack is empty.

You do not nesd a back-up method. .

FINALLY, IF YOU ARE STILL NOT SURE WHAT TO D0 ABOUT THE PILLS YOU HAVE

Uss & BACK-UP METHOD anytime you have sex.
KEEPTM&M[M]'ACTNFP&LWDAYNMMMW

~

[X}

pregnancy per 100 women per year) if taken every day a3 diractad, bt more typicai faik-
ure rates are shout 3%. If taiture does occur, the risk to the fetus is minimal.

i
3
3
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THIS PRODUCT (LIKE ALL ORAL CONTRACEPTIVES) IS INTEXDED TO PREVENT PREGNANCY. IT
OOES NOT PROTECT AGAMST HIV INFECTION (ADS) AND OTHER SEXUALLY TRAMSMITTED
DISEASES.

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
SUN. MON TUE WED THU FRI  SAT

You should not tim the pill if you Suspact you sr pragnant or have unexplained vaginal bleeding.

Cigarstts smoking intresses the risk of serieus cartiowetcuine side sffacts trom oral
contraceptive use. Thiy risk increzses with age and with heavy smoking (15 or more
cigaretins per day) and I3 Galis markad ia womea ever 35 years of ge. Wemes who ess orsi
contracoptives are strongly

advised 5ot 10 seks.

Most sids effects of the plll are not serioys. The most common such effects are nausea, vomiting,
biseding betwean menstrual periods, weight gain, breast tendemess, headache, and ditficulty wear-
ing contact lenses. Thesa side sffacts, especially naussa and vomiting, may subsids within the first

"
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three months of usa.
Tha serious sids effects of the pill occur very infrequantly, especially if you #re in good
been

MPOSTANT POIN

*  BERORE YOU START TAKING YOUR PILLS:

1. BE SURE TO READ THESE DIRECTIONS:

Before you start teidng your pills.
Anytima 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. it
you miss pills you could get pregnant. This includes starting the pack Late. The more pills yof
miss.uwmonllhnyoummoamgmm P} ‘

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

It it doesn't go away, Check with doctor or clinic,
4. MISSING PILLS CAN ALSO SPOTTING OR LIGHT BLEEDING, even when you Make up
these missad pilis. On the days you take 2 piks to make up for missad pilis, you could aiso feel

a littte sick to your stomach.
5. IF YOU HAVE VOMITING OR DIARRHEA, for any reason, or if YOU TAKE SOME MEDICINES,

including some antibiotics, your pills may nat work 23 woll. Uss a back-up method (such as
condoms, foam, of unt you check with doctor o clinic.

6. IF YOU HAVE TROUBLE ING TO TAXE THE PILL, talk to your doctor or clinic about how
mmmmummwmmwamm

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN THIS
LEAFLET, call your doctor of ctinic.

BEFORE YOU START TAKING YOUR PRLLE:

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. It is important to taks # at about

the same tima every day.
2. LOOK AT YOUR PILL PACK TO SEE THAT IT HAS 21 PILLS: The Z1-aill gack has 21 “active
LT W]m(mmmmmmamwmmmm.

3. :
- P 1) whers on the pac to start taking the pils,
2) In what order to take the pills (foflow the arrows) and
J) the week numbers as shown in the following exampie:

‘:l

.'
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4. BE SURE YOU HAVE READY AT ALL TIMES:
ANQTHER KIND OF BIRTH CONTROL {such as condoms, foam, of Spongs) to uss as a back-
up In case you miss pifls.
AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRETPACK OF PILLS:

You have a choice of which day to start taking your first pack of pitis. Decida with your doctor or

clinic which is the best day for you. Pick a time of day which wil be sasy to remember.

DAY 1 START:

1. Pick the day labei strip that starts with the first day ot your period (this is the day you start
blesding or spotting, aven if it is aimast midnight when the bieeding begins).

2. Place this day label strip on the cycle tablet dispensar card over tha area that has the days of
the week (starting with Sunday) printed on the dispensing card, .

Pick correct day label ' [THU FRAI_SAT SUN_MON TUE WED)]

Peel and place label here.




-t

Note: it the first day of your penod is a Suncay, you can sikip steps #1 and #2.
. Taka the first “active” [rose~cotored] pifl of the first pack during the firet 24 hours of vour peried,
. You will not need 1o usa & back-up method of birth cantrot, since you are starting the gid at the
'boqmmofyourm

SUNDAY START: :

1. Take the first “active” (rose-colorad] pill of the first pack on the Sunday after vour period starts,
even it you are stil) bleeding. If your period begins on Sunday, start the pack that same day.

2. st ancther method of Difth control s a back-up mathod H you hawe sex anytima from ths
Sunday you start your first pack untit the next Sunday {7 days). Condoms, foam, or the spongs
are good back-up methods of birth controt.

WHAT TO DO DURTNG THE MONTI:

1. TAKE ONE PILL AT THE SAME TIME EVERY DAY UNTIL THE PACK IS ENPTY.
. Do not skip pilis even if you am spotting or bieeding between monthy periods of feel sick to
your stomach (raussa).
Do not skip pills even if you do not have sex very often.

2. WHEN YOU FINISH A PACK OR SWITCN YOUR SRAND OF PILLE:

-~w

Wait 7 days to start the next pack. You witi probably have your period during that week. Be sure

that no mora than 7 days pass between 21-day packs.

WHAT 70 0O IF YOU MisS PILLS: .

It you MI33 1 [rose-colorad) “sctive” pilk

1. ;m;mummemmwnmmwm.mbmmw

i 1 day.

2. You do nat need to use a back-up birth cortrol method if you have sex.

1 you WSS 2 {rosa-colored) “active” pilla in a row in WEEK 1 ON WEEK 2 of your pacic

1. Take 2 pills on tha day you remember and 2 piis the next day.

2. Than taks 1 pifl a day unth you finish the pack.

3. You MAY BECOME PREGNANT if you have sax in the T duys after you miss pills.

You MUST use ancther birth contret method (such &3 condorms, foam, or sponge) £ a back-
up method for thoss 7 days: .
uyoum"[ma-mm “sctive” pills in 4 row in THE SRO WEEL

1. I you are 2 D3y 1 Storter:
maowmnmmwmwmmmammcumm
1f you sre » Sunday Starter.

Kesp taking 1 pill every day untlf Sunday.
mwmowommnaummmxnnammupmummm

2. You may not have your period this month but ttis is expectsd. Howevey, ¥ you miss your period
2 months in & row, call your doctor of clinic becauss you might be pregnant.

3. You MAY BECOME PREGNANT If you have sex in the 7 davs after you miss pills. You MUST
us# another birth control method {such as condoms, fosm, uw)alwwmmod
forthoss 7 days.

pum:mmrmmm “active” pils in & row (during e first 3 wesks )
i you arv 2 Day 1 Starter:

THROW QUT the rest of ths gsll pack and start a new pack that same day.

i you are 8 Sundsy Starter:

Kmmlwmmmﬁsm

- On Sunday, THROW OUT tha rest of the pack and stant a new pack of pills that same day.

2. You may not have your period this morth but this is expected. However, if you miss your period
2 Months in & row, cat! your GoctDe of clinic because you might be pragnant.

3. You MAY BECOME PREGNANT if you have sex in the 7 days after you miss pills. You MUST
Pwmmm(mummwm)ulmﬂpm
or those

FINALLY, wmmmmmmmwmmwmmm
Usa 2 BACK-UP METHOD anytime you

KEEP TAKING ONE [ROSE-CDLORED) ACTNE' PILL EACH DAY unti! you can resch your doctor
or clinie.

OURAMED PHARMACEUTICALS, INC.
CINCHNNATY, GH10 43213 USA

1083588 REV. 0350
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(desogestreland (desogestrel and
ethinyl estradiol) Tablets - ethinyl estradiol) Tablets




0.15mg/ 0.03mg

IMPORTANT:
This Grios coacains Decaled Pasions Labelng 20d sadh (pcic Toblar
Dispear @wains the Grinf Pacint Labuiing. Boch shoukd be indeded wih
ad padoge dopeand 00 the pucient.

EMABRMACISY:
Moo be sae ® place ome of e eacomnd “Temacion” gicers ea the owr
of ad bier el pach 2 the dioe of dixprncing.

l.l-l§gme3

0.15mg/ 0.03mg

- B only

THS PRODUCT (LINE ALL ORAL! CONTRACEPTIVES) IS INTENDED TO
PREVENT PREGMANCY. IT DOSS NOT PROTECT AGAINST WiV
NEFECTION (MOS) AND OTMER SEXUALLY TRAMSMITTED QESEASES.
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(desdgestrel and

 ethinyl estradiol) Tablets

0.15mg/0.03mg
28 8

B only

THIS PRODUCT (LIKE ALL ORAL CONTRACEPTIVES) -

IS INTENDED YO PREVENT PREGNANCY. IT DOES

NOT PROTECT AGAINST HIV INFECTION (AIDS)
DISEASES.

AND OTHER SEXUALLY TRANSMITTED
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: This labeting I3 revised from tie to tints.as importact new
medical Information becomes avaisble. Therefore, please review this
labeling carstully.

The foflowing oral contraceptive products contain a combination of progesto-
gen and estrogen, the two kinds of female hormones:

Apr) (desopestrel sl sthinyl extraciol) Tablet 28 Duy Regimeen Biister Card
Each rose-colored tablet contains 0.15 mg desogestrel and 0.03 mg ethinyl
astradio!. Each white tablet contains inert ingredients.

Aprt (desogestre’ and ethiny estradiol) Tablet 21 Day Regimen Blister Cond
Each rose-colored tablet contains 0.15 mg desogestrel and 0.03 mg ethiny!
estradiol.

INTRODUCTION

Any woman who considers using oral contraceptives (the birth controf pil! or
the pill) should understand the benefits and risks of using this form of birth
rontrol. This patient labeling will give you much of the’ information you will
need to make this decision and wil also heip you determine if you are at risk
of developing any of the serlous side effects of the pill. it will tell you how to

use the plil property so that it wilt be as effective as possible. However, this

labefing Is not a reptacement for a careful discussion between you and your
doctor or citnic. You should discuss the information provided in this labefing
with him or her, both when you first start taking the pitf and during your revis-
8. You shoutd also follow your doctod's or cfinic’s advice with regard to regu-
tar check-ups while you are on the pill.

EFFECTIVENESS OF ORAL CONTRACEPTIVES -

Oral contraceptives or “birth control pils” of “the pRI” are used to prevent preg-
nancy and are more effsctive than other non-surgical methods of birth control.
When they are taken cdrrectly, the chance of becoming pregnant Is less than
1% (1 pregnancy per 100 women per year of use) when used perfectly, with-

it missing any pifls. Typical taiture rates are actually 3% per year. The chance

i becoming pregnant increases with each mlssed pill during a menstruat
:ycle.

'n comparison, typical faiture rates for other non-surgical methods of birth
sontrol during the first year of use are as follows:

1mp‘am <%
ion; 1%
110 2%
Ulaph with spermicides: - 18%
Spermicrdes alone: 21%
Vaoinal sponge: 18 to 36%

to the lungs. Thesa risks are greatht with desogestrel-containing oraf contra-
ceptives, such as Aprl (desogestrel and sthinyl estradiof) tablets, than with
other low-doss pifis. Rarely, clots occur Ih the bidod vessals of the eye and may
cause biindness, doubld vislon, or impaired vision.

1f you take oral contraceptives and need elective surpery, need to stay I bed
for a prolonged finess or have recently deflvered a baby, you may be at risk of
developing blood clots. You should consult your doctor dr clinic about stop-
fing oral contraceptives three to four weeks before sitrgery and not taking oral
contraceptives for two weeks after surgery or during bed rest. You should also
not take oral contraceptives soon after defivery of 3 baby. it is advisable:to wait
for at least tour wesks after delivery if you are not breast feeding or four weeks
after & second trimester abortion. if you are breast feeding, you should walt
until you have weaned your child before using the pill. (See afso the section on
Breast Feeding in General Precautions.)
Therbkofdeﬂorydlsmehommhmﬁvemmybehmmln
usars of high doss pills and may be greater whh longer duration of oral con-
traceptive use. In addition, some of these increased risks may continue for a
number of years sfter stopping oral contraceptives. The risk of abnormal blood
clotting increases with age tn both users and nonusars of oral contraceptives,
but the Increased risk from the oral contraceptive appéars o be present at af
ages. For women aged 20 10 44 R IS estimated that about 1 in 2,000 uSing oral
conraceptives will be hospitafized each year because of abnormial clotting.
Among nonusérs In the 3ame age group, about 1 In 20,000 would be hospltal-
[zed sach year. For oral contraceptive usars in general, it has been estimated
that I womer! betweén the ages of 15 and 34 the risk of dbath due to a circu-
latory disorder ks about 1 in 12,000 per year, whereas for nonusers the rate is
abot 1 in 50,000 per year. In the age group 35 to 44, the risk Is estimated to
be sbout 1 in 2,500 per year for oral contraceptive users and about 1 in 10,000
per year for nonusers.

2 Heart attatks and sirokes
mmmmmmmmmmmmm
rupture of blood vesse!s in the brain) and angina pectoris and heart attacks
(blockage of biood vessels In the heart). Any of these conditions can cause
daath or serious disability.

Smoking greatly Increases the possibility of suffering heart attacks and strokes.
Furthermore, smoking and the use of oral contraceptives greatly increase the
chances of devetoping and dying of heart disease.

3. Gafibiadder disense )

Oral contraceptive users probably have a greater risk than nonusers of having
gaftiadder disease, although this risk may be related to pifis containing high
doses of estrogens.

4. Liver tumors

In rare cases, oral contraceplives can cause benign but dangerous liver

ERRmARANAIL
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over the age of 35, the estimated numiber of deaths excestls those for other
methods of birth control. if a woman Is gver the age of 40 and smokes, her
estimated risk of death Is four times higher (117/100,000 women) than the
esthnatedrlskassoctatedwﬂhpmnancy(zwwOOOOwomen)lnmataoe
group.

The supgestion that women over 40 who do not smoke should not take oral
contraceptives is based on_Information from older, higher-dose pills. An
Advisory Committee of ths FDA discussed this lssu In 1989 and recommend-
ed that the benefits of low-dose oral contraceptive use by healthy, non-smok-
ing women over 40 years of ape may outweigh the possible risks.

WARNMG StNALS
Itanyonhesuadvemeﬂectsoccmwhﬂeyouamtakfngomlcommm
cafl your doctor or clinic immediately:
* Sharp chest paih, coughing of blood, orsuddanshoﬂnesscfbrwh(lndk
cating a possibid clot in the lung)
* Pain in the call (indicating a possible ciot in the leg)
. Cant;l)nochestpalnmheavlnesthhechest(lndMngaposslblehean
attack

+ Sudden severs headache or vomiting, dizziness or fainting, disturbances
of vision or speech, weakness, or numbness In an arm or leg (indicating
a possitie stroks)

¢ Sudden partial or complete loss of vision (indicating 8 possible clot in the

oye) e
 Breast lumps (Indictting possidite breast cancer or fibrocystic disease of
the breast; ask your doctor or clinic to show you how to examine your

breasts) . .
«" Severa pain or tendaméss in the stomach area (indicating a possibly rup-
tured Hiver tumor)
. Dnmwmsbephwmhdmrw fatigue, or change in
mood {possibly indicating severe depression)
Jaundice of a yeltowing of the skin or eyebah, accompanied frequenty
by fever, fatigue, loss of dppetite, dark colored urine, or fight colored
bowel movemnents (Indicating possible Iiver Droblems)

SIDE EFFECTS OF ORAL CONTRACEPTIVES

1. Vaginal biseding
lnequiarvaainalbleedlnqorspoﬂmmymnmleyouaremkfmmeplns
Irregular bleeding may vary from sfight staining between menstrual periods to
breakthrough bleeding which is a flow much like a regutar 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 mav be temporary and usually does not indicate any serious prob-



4%

g:muv c: : 14 to
om alone (male): 12%
Condom alone (female}: 21%
Periodic abstinence: 20%
No methods: 85%

WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES

Cigarefte smoking increases the risk of sericws cardiovastular side
offects from ors! contraceptive use. This risk incresses with age and
with heavy smoking (15 or more cigareftes per day) and Is quite
marked in women over 35 years of age. Women who wse oral contra-

ceptives are strongly advised not te smoks.

Some women should not use the pill. For example, you should not take the pil!
it ybu are pregnant or think you may be pregnant. You should also not use the
pill if you have any of the following conditions:

« A history of heart attack or stroke

* Blood clots in the legs (thrombophtebitis), lungs (putmonary embolism), or

eyes
« A history of btood clots in the deep veins of your legs
* Chest pain (angina pectoris)
* Known or suspected breast cancsr or cancer of the fining of the uterus,
cervix or 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 preg-
nancy or during previous use of the pill
 Liver tumor (benign or cancerous)
* Known of suspected pregnancy
Tell your doctor or clinic {f you have ever had any of thess conditions. Your doc-
tor or clinic can recommend a safer method of birth control.

OTHER CONSIDERATIONS BEFORE TAKTNG ORAL CONTRACEPTIVES
Telt your doctor or clinic if you have or have had:
» Breast nodutes, fibrocystic disease of the breast, an abnormaf breast x-ray
or mammogram
e Diabetes
« Elevated cholestero! or triglycerides
* High blood pressure
* Migraine or other headaches or epliepsy
« Mental depression
* Gaflbladder, heart or kidney disease
« History of scarty or Irregutar menstrual periods
Women with any of thess conditions shoutd be checked often by their doctor
of clinic ¥f they choose to use oral contraceptives.
Also, besmtolnformycurdoctovorcllnlcHyousrnokeormonanymed—

amotnmmmmcmm

1. Risk of developing biood clets - '
Btooddutsmdblocmootbloodvm!smmdmmmwa
effects of taking oral contraceptives and can cause death or serious disability.
In particular, a clot in one of the legs can cause thrombophiebitis and a clot that
travets to the tungs can cause a sudden !l)locﬂno of the vessel carrying blood

to.

:‘ ;-' "

tumors. These benlun liver tumors can rupture and cause fatal internal bleed-
ing. In addition, a possible but not definite association has been tound with the
pift and livar cancers in two studies, in which a few women who developed
these very rare cancers were found tp have used oral contraceptives for long
periods. However, liver cancers are rare.

S. Cancer of the reproductive organs and brpasts

There is conflict amongy studies regarding’ bréast cancer and oral contraceptive
use. Somesmdleshaverepomdmhcraaselnthenskofdmloplngbreast
cancer, particularly at a younger age. This increased risk appears to be related
to duration of use. The majortty of studies have found no overall increase in the
rigk of developing breast cancer.

Some studies have tound an increass In the incidence 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 contraceptives. There is insufficient evidence
to rule out the possibility that pills may cause such cancers.

ESTIMATED RISK OF DEATH FROM A BIRTH CONTROL METHOD OR PREG-
NANCY

All methods of birth controt and p! are assoclated with a risk of devel-
whommhdboasaswhbhmmbmworm An estimate of the
number of deaths associated with different methods of birth control and preg-
nancy has been calculated and is shown In the following table.

ANNUAL NUMBER OF BIRTH-RELATED OR METHOD-RELATED DEATHS
ASSOCIATED WITH CONTROL OF FERTILITY PER 100,000 NON-STERILE
WOMEN, 8Y FERTIITY CONTROL METHOD ACCORDING T0 AGE

Methed o control 15-19 20-24 25-20 30-34 33-39 40-M

and owteome .

No fertility controf 70. 74 91 148 267 282
methods*® :

Oral contraceptives 03 05 09 19 138 316
non-smoker*

Oral contraceptives 22 34 66 135 511 1172
smoker* *

uo** ' 08 08 10 10 14 14

Condom* 1.1 16 07 02 03 04

Diaphragm/spermicide* 19 t2 12 13 22 28

1.7 29 36

Periodic abstinence* 25 16. 186

* Deaths ave bitfh retated
** Deaths are method retated

In the preceding table, the risk of death frofh any birth contrt tethod fs less

tharf the risk of childbirth, except for oral contraceptive users over the age 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 aged 15 to 39, the risk of death was
highest with gregnancy (7-26 deaths per 100,000 women, depending on age).
Among pill users who do not smoke, the risk of death was atways lower than
that associated with pregnancy for any age group, although over the age of
40, the risk increases to 32 deaths per 100,600 women, compared to 28 asso-
clated with pregnancy at that age. However, for pill users who smoke and are

lems. It Is Important to continue taking your pifls on schedule. If the bleeding
occurs In more than one cycle or lasts for more than a few days, talk to your
doctor or clinic.

2. Contact lenses

It you wear contact lenses and notice a change in vision or an lnabuhty to wear
your lenses, contact your doctor or clinic.

3. Fluid retestion

Oral contraceptives may cause edema (fluid retention) with swelling of the fin-
gers or ankles and may raise your blood pressure. If you experience fluid reten-
tion, contact your doctor or clinic.

4. Melssma

A spotty darkening of the skin is possible, particutarly of the face, which may
persist.

5. Other side effects

Other side effects may include nausea and vomiting, change In appemo
headache, nervousness, depression, dizziness, loss of scalp hair, rash, and
vaginal infections.

If any of these side effects bother you, call your doctor or clinic.

GENERAL PRECAUTIONS
1. Missed perlods and use of ora! contraceptives before or during early

prégnancy

There may be times when you méay not menstruate regularly after you have
completed taking a cycle of pilts. If you have taken your pifis regularly and miss
one menstrual period, continue taking your pills for the next cycle but be sure
to inform your doctor or clinic before doing so. If you have not taken the pills
daily as instructed and missed a menstrual petiod, you may be pregnant. If you
missed two consecutive menstrual periods, you may be pregnant. Check with
your doctor or clinic Immediately to determine whether you are pregnant. Do
not continue to take oral contraceptives until you are sure you are not pregnant,
but continue to use another method of
Thembmmdmhoﬂdemﬁntoralmuthemlsmmwm
an Increase in birth defects, when taken Inadvertently during early pregnancy.
Pravicusly, a few studles had reported that oral contraceptives might be asso-
clated with birth defects, but these findings have not been sesn in more recent
studies. Nevertheless, oral contraceptives or any other drugs should not be
used during pregnancy unfess clearly necessary and prescribed by your doctor
ot clinic. You should check with your doctor or clinic about risks to your
unbom child of any medication taken during pregnancy.

2. Whils breast feeding

If you are breast feeding, consult your doctor or clinic before starting oral con-
traceptives. Some of the drug wifl ba passed on to the child in the milk. A fow
adverse effects on the child have baen reported, inchiding yefiowing of the skin
(jJaundice) and breast emiargement. In addition, oral contraceptives may
decrease the amount and quality of your milk. If possible, do not use oral con-
traceptives while breast feeding. You should use another method of contra-
ception since breast feeding provides only partial protection from becoming
pregnant and this partia) protection decreases significantly as you breast feed
for longer periods of time. You should consider starting oral contraceptives
only after you have weaned your child-completely.
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3. Labgratory tests
If you are scheduled for any labwatwy tests, tell your doctor or clinic you are

. taking birth contro{ pills. Certain blood tests may be affectsd by birth comml

pills.

4. Drug interactions

Certain drugs may interact with birth contro! pills to make them (ess etfactive
in preventing pregnancy or cause an Increass in braakthrough bieeding. Such
drugs include rifampin, drugs used for epilepsy such as barbiturates (for
axample, phenobarbital), anticonvuisants such as carbamazepine (Tegretol is

" one brand of this drug), phenytoin (Dilantin is one brand of this drug),

phenyibutazons (Butazolidin is one brand), and possibly certain antiblotics.
You may need to use additional contraception when you taks drugs which can
make oral contraceptives lass effactive.

S, Sexuatly transmitted dissases

This product (like all oral contraceptives) is intendsd to prevent pregnancy. it
does not-protect against transmission of HIV (AIDS) and other sexually trans-
mitted dissases such as chiamydia, genital harpes, genital warts, gonorrhea,
hepatitis 8, and syphills.

HOW T0 TAKE THE PiLL
IMPOATANT POINTS TO AREMEMEER

BEFQRE YOU START TAKING YOUR PILLS:

1. BE SURE TO READ THESE DIRECTIONS:
Before you start taking your pitls.
Anytime you are not sure what to da.

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

THE SAME TIME.
If you miss pills you couid get pregnant. This includes starting the pack late.
The more pills you miss, ths more liksly you are to get pregnant.
3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK
- TO THEIR STOMACH DURING THE FIRST 1-3 PACKS OF PILLS.
It you fes sick to your stomach, do not stop taking the pill. The problem wit
usually go away. If it doesn’t go away, check with your doctor or clinie.

4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even
when you maks up these missed pills. On the days you take 2 pills to make
up for missed pilts, you could aiso fee! a fittle sick to your stomach.

5. IF YOU HAVE VOMITING OR DIARRHEA, for any reason, or IF YOU TAKE
SOME MEDICINES, including some antibiotics, your piils may not work as
well.

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

6. IF YOU HAVE TROUBLE REMEMBERING TQ TAKE THE PILL, taik to your
doctor or clinic about how to make pill-taking easiér or about using another
method of birth control.

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMA-
TION 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 impor-
tant to take it at about the same time every day.
LOOK AT YOUR PILL PACK TO SEE IF IT HAS 21 OR 28 PILLS:
The 21-pill pack has 21 “active” [rose-cofored] pilis (with harmones) to take
for 3 weeks, followed by 1 week without pills.
The 28-gift pack has 21 “active” {rose-colored] piils (with hormones) to taks
for 3 weeks, foliowed by 1 week of reminder {white) pilis (without hor-
mones).
3. ALSOFIND: =~

1) where on the pack to start taking the pifts,

2) in what order to take the pills (follow the arrows) and

3) the week numisers printed on the pack.

N -

SUNDAY START:

1. Take the first “active™ [rose-colored] pill of the first pack on the Sunday aftes .
ven if you are still bleeding. It your period begins on- -

your period starts,
Sunday, start the pack that same day.
2. Usa anotiser method of birthh control as a back-up method if you have sex
the Sunday you start your first pack until the next Sunday (7
days). Conchm. foam, or the spongs are good back-up methods of birth
control.

wmrrooonuadn MONTH:

1. TAKE OME PILL AT SAME TIME EVERY DAY UNTIL THE PACK (3
Do not skip piils even if you are spotting or bleeding between monthly peri-
ods or feel sick to your stomach (nausaa).

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

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

21 plli Wait 7 days to start the next pack. You will probably hava your
period during that week. Be sure that no mors than 7 days pass
. between 21-day pacis.

28 pllis; Start the next pack on tha day after your last “reminder” pill. Do
not wait any days between packs.

WHAT TO DO IF YOU WSS PILLS:

If you Mt88 1 [rose-colored] “active™ pill:

1. Take it as 00N a8 you remember. Takatfnnmnﬁlatyoumquhrﬂnn This
means you take 2 piils in 1 day.

2. You do not need to uss a back-up birth controt method if you have sex.

1t you MISS 2 [rose-colored) “active” piis in a row in WEEK 1 OR ~

WEEK 2 of your pacic

1. Take 2 pills on the day you remember and 2 pills the next day.™

2. Then take 1 pitt a day until you finish the pack.

3. You MAY BECOME PHEGNANTifyouhavesaxmeijmryou miss
pills. You MUST use anather birth control method (Such as condoms, foam,
or spongs) as a back-up method for those 7 days.

If you MISS 2 [rose-colored].“active™ pills in a row in THE:!HDW

1. if you are & Day 1 Starer:
mnowommwmunpwmwstananewpackmatsameday
f you are a Sunday Starter:

Kesp taking 1 pit! every day untit Sunday.
On Sunday, THROW QUT the rest of the pack and start a new pack of pills
that same day. .

2. You may not have your period this month but this is expected. Howaver, it
you miss your period 2 months in a row, call your doctor or clinic because
you might be pregnant.

3. You MAY BECOME PREGNANT if you have sex in the 7 dsys after you miss
pills.

You MUST use another birth control method (such as condoms, foam, or
sponge) as a back-up method for thosa 7 days.

If you MIS8 3 OR MORE [rose-colored) “activa” pills in a row (during the first

1. i you are & Day 1 Starter:
THROW OUT the rest of the pit pack and start a new pack that same day.

" If yow are 8 Sunday Starter:

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

. You may not have your period this month but this is expected. Howaver, if
you miss your period 2 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 aftar you miss
pills.

(]
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You MUST use another birth control method (such as condoms, foam, of .

sponge) sa back-up method for those 7 days.
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" 4. BE SURE YOU HAVE READY AT ALL TIMES:

ANOTHER KiND OF BIRTH CONTROL (such as condoms, foam, of Sponge)
to use as a back-up in cass you miss pilis.

AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRST PACK OF PILLS:
Yout\awachomofwnmcaytomﬂmdt!omﬁmbadofpﬂl&mddl
_wmwurdoctorordlnicwhu\lsﬂubwdayloryouPuat!maolday

which will bs easy to remember. .

DAY 1 START:

1. Plammmmmmmmﬂmmmmrw(mub
medayyoustartbleedlnoorspotﬂno.mnmtisalmmmmmanm
bleeding begins.) .

2. P!aeemlsdaylabelstﬂpinnwcydommdlsmuwetMareamm
the days of the wesk (starting with Sunday) printad on the biister card.

Pick Correct Day Label [THU FAI SAT SUN MON TUE WED]
Peal and pjacs label here.

Example
Only:

Note: If the first day of your period is a Sunday, you can skip steps #1 and #2.
3. Taka the first “active” {ross-colored] pill of the first pack during the first 24

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

A REMINDER FOR THOSE ON 28 DAY PACKS:

It you forget any of tha 7 (white] “reminder” pilts in Week 4:
THROW AWAY the pills you missed.

Keep taking 1 pill each day until the pack is empty.

You do not need a back-up method.

FINALLY, [F 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 [rose-eo!omd] “ACTIVE® PILL EACH DAY until you can
reach your doctor or clinic.

PREGNANCY OUE TO PILL FAILURE

The incidence of pill failure resutting in pregnancy is approximately one per-
cent (1.e., one pregnancy per 100 woman per year) if taken every day as direct-
ed, but more typical fallure rates are about 3%. If failure doss occur, the risk
to the fetus i3 minimal.’

PREGNANCY. AFTER STOPPING THE PHL

There may be some deiay in becoming pregnant after you stop using oral con-
tracaptives, especially if you had irregular menstrual cycles before you used
oral contraceptives. it may be advisable to postpons conception until you begin
menstruating regularly oncs you have stopped taking the pill and desire preg-
nancy.

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

OVERDOSASE

Serious il effects.have not been reported foltowing ingestion of large dosas of
oral contraceptives by young chiidren. Overdosage may causs nausea and .
withdrawal bleeding in females. In case of overdosage, contact your doctur
clinic of pharmacist.

OTHER INFORMATION

Your doctor or clinic will take a medical and family history before prmﬁblnu
oral contraceptives and will examine you. The physical examination may be
delayed to another time if you request it and your doctor or clinic believes that «

it is a good medical practice to postpone it. You should be reaxamined at least "«

once a year. Ba surs to inform your doctor or clinic if there is a family history -
of any of the conditions listed previously in this leafiet. Be sure to keep all
appointments with your doctor or ctinic because this is a time to determine it
there are earty signs of side effects of oral contraceptive use.

Do not use the drug for any condition gther than the one for which it was pre-
scribed. This drug has been prescribed specifically for you; do not give it to
others who may want birth controt pills.

HEALTH BENEFITS FROM CRAL CONTRACEPTIVES

In addition to preventing pregnancy, use of combination oral contraceptives

may provide certain benefits. They are:

» menstrual cycles may hecome more regular

« biood flow during menstruation may be lighter and tess iron may be lost.
Therefore, anemia due to iron deficlency is less likely to occur.

o
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« acute peivic inflammatory disezss may occur less frequently.

. oral contraceptiveruse may provids S0 protection against developing two

forms of cancer: cancer of the ovaries and cancer of tha lining of the uterus.

It you want more intormation sbout Dirth:control pills, ask your doctor, clinie
or pharmacist. They have a8 mors tachnical leafist calied the .Profsssionad
uwmmmmmmmmmwwumum .
+ .. lished in a.book entitied. Physiniacs’ meuhhmm

- stores and public fbraries. - ' L .
OURASEED PHARMACEUTICALS, INC.
CINCINMAT), 010 45213 USA

100381A - REV. 0898



- . e e N e s Ee s de e A e e e =y

 {desogestrel and | (desogestrel and
: ethinvl estradiol) Tahlets .- | ethinvl estradiol) Tablets |



—————— > o = = - -——- --

Rl i

. . W . - -

- - -

- e e e e e e e e e e e = = =



