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Apri™

(desogestrel and ethinyl estradiol) Tz

PATIENTS SHOULD BE COUNSELED THAT THIS PRODUCT DOES ¥
AGAINST HIV INFECTION (AIDS) AND OTHER SEXUALLY TRANSMITTE

B only
DESCRIPTION rn
Apri 28 and 21 Day Ragimen biister cards for desogestrel and ethiny! estradiol tablets r
provide an orzl contraceptive regimen of 21 round rose-cotorad tablets. Each rose-
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CLINICAL PHARMACOLOGY

Pharmacodynamiey

Combination oral contraceptives act by suppression of gonadotropins, Although the pri-
mary mechaniam of this action ig inhibition of ovulation, other afterations include
changes in the cervical mucus, which increxse the difficulty of sperm entry into the
uterus, and changes in the endometrium which reduce the Exalihood of impiantation.
Receptor binding studies, as well as studies in animais and humans, have shown that
3-kato-desogastrel, the bivlogically active metabolite of desogestrel, combines high
progestational activity with minimal (ntrinsic androgenicity (91,92). Desogestrel, in
mmmmmmmmmmmm.m
in SHBG, resulting in jower serum levels of free testostarone (96-99).

Pharmacokineties
wmwmmmmwmm&m
dasogestrel, its wo@ummmmummamwm the retative

iy wawwmmmm}m-wu is
ap,

lnﬁnﬂﬂtﬂqﬁduﬂd&lww ethinyl estradiol tablet, maximum
concentrations of of 2,808 « 1.203 pg/mL (msansS0) are reached
at 1.4:0.8 hours. The ares under the curve (AUC,..) is 33,858211,043 pg/mt « hr after
a singie doss, At state, attained from 2t lsast day 19 onwards, maamum cancen-
tmmusm: /ML are reached &t 1.4+0.9 hours. The mirdmum plasma lev-
efs of 3-keto-desogestret at mmmtmmmwam
statn (8 52.299417.878 pg/mt. « he. The mean AUC,... for 3-ksto-dasogestrel at single
dosa is significantly tower thar the maan AUCq.q at steady state. This indicates that the
kinstics of non-tineasr dus 0 an increass in binding of

ethinyl estradiol. Sex hormone-binding lovels increasad signi

mmmmmtgtsozummmmm(MnM)
nneu'mmmmr-fm i awulnrnmaaazom;:_gtm
state. nmmms-um-dmmu. phass | metabolites ars H-deso-
gestrel, and 3a-0M-5a-H-desogestral, Thess other mataboites ars
nmmmmwmwmmnmmmmmwm
Hfates and glucurcnides.

atmost compietely
aw:mnmmmmmmmumwu
|nmawmmdmmmm and ethicy! estradiol tablet, maximum
concanrations of

othinyl estradiol of po/mL are rsached at 1.5:0.8 hours. The
AUC\;.I:NH:ZBBWITIL'HMIWMNMM attained from at

The mean AUCs... for ethinyt estradiol following a singis dosa during treatment 3
does not significantly differ from the mean AUCo.q at staady stats. This finding indi-
cates linear idnetics for estradiol.

The etirnination hait-iie is 26+8.8 hours st stxady stats. estradiol is subjact 1o a sig-
nificant degree of conjugation (phasa 1| metabotism). Ethinyt estradiol

ing gut wall conjugation phass | metaholism and hapatic conjugation (phase H
metabolism). Major phase | metabobites are 2-OH-ethiny! estradiol and 2

estradiol. of both ethinyl estradiol and phase | metabo-
lites, which ars excretad in bile, can undergo circulation.

INDICATIONS AND USAGE
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M(mwmmrmnmmmmmm
nancy in women who eiect 1o usa oral contraceptives as a method of contraception,
omwmmnmmmhu.ummm accental pregnancy
rates for users of combination orsi contraceptives and ather methods of

The stficacy of these conttraceptive methods, sxcept stertiization, depends upon the refi-

ability with which they ar usad. Correct and consistent usa of thesa mathods can resuft -

in lower failure rates.

@n
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o

abstinence
(&h methods) 19 2
sterikzation 04 04
Male steritizetion 0.10 0.15

Adaptad from RA Hatcher et al., Table 5-2,(1994) ret. #1.
'mmmmmm% opactd to experience

do not stop usa for any other reason.

*** N/A ~— Data not available.

In 8 clinical trial with estradiol tablets, 1,195 subjects compiet-
ounssswdumummomm reported. an over-
i usar-efficacy rate of 1.12 per 100 women-years.

typical usar-sfficacy) pragrancy
This rats inciudes patients who did not taks the drug comactly.

CONTRAMNDICATIONS -
Oral contracaptives ke Apri tablets should not be usad in women who currently have

Cholestatic jaundics of pregnancy or jgundice with prior pil uss
Hepatic adenomas or carcinomas -

Known or suspected pregnancy

WARNINGS

Clgarette smokisg increnses the risk of serisus canfiovescatar side
from orsi contracepiive uss. This risk incresses with 590 and with beavy
Ing (15 or more cigarettes per day) and is quite marked in womes

mammauwmwumm

The usa of oral contraceptives is associated with increased risky of several sarious con-
ditions inctuding myocandial intarction, thromboemboilsm, stroks, hepatic neoplasia,
and galibtadder diseasa, although the risk of serious morbidity or mortality is very smai
mneamwwnmﬁﬂnnmwng&mmmo!momwmmmw
increases significantly in the presance of other underlying risk factors such as hyper-
tension, hywhpmobwfnnddm
Practitioners prescribing crai contracaptives should be familiar with the following infor-
mation reiating to these risks.
The information. contained in this package insart is principatly based on studies carried
Minmmwwmmmmwmmhwdmmm
prooasmmmmmmwtoday Thufmoﬂonutermuseo'
mwwmmmmmmmam of both estrogens and
progestogens remaing to be determined.
mmmnmmmmmmamm ratrospec-
tive or cass control studies and prospective or cohort studies. Case control studies pro-
vide a measure of the relative risk of a dissass, namely, a ratio of the incidence of a dis-
2334 among oral contraceptive usars to that among nonusers. The relative risk does not
provide information on the actual clinical occurrence of a disezss. Cohort studies pro-
mamammmmwmmammmmmmmmm
betwesn ordl rs and The attridutable risk does provide
lmmwmmmdadmmnwm(wm
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ofs. 2 and 3 with the authors pormission). rwmmm the reader is
oferred to a text on epidemiological methods,
1. THROMBOEMBOLIC DISORDERS AND OTHER VASCULAR PROBLEMS

a

Myocardial infarction

An increased rizk of myocardial infarction has been attributed tv oral contra-
ceptive use. This risk is primarfly in smolars or women with other undertying  , - .
risk factors for cororary artery dissass such as hypertension, hypercholes-
terciemia, mortid obesily, and diabetes. The relative risk of heart attack for cur-

rent orst coRtracaptve users has boen estmated t be two 10 six (4-10). The & Y
risk is vory low it women under the age of 30. -

and oider among women who use oral contraceptives. (See Tabis 1)
TABLE . Circatatery dissans mwnmmmn T
oral contraceptive 208 :

290, tmeking statug and
Wm o] CONTAOLS (NOW-SMOKERS) -
R EEn-USINS (SMOKERS) [SSSSS conTROLS (SMOKERS) R ——

(WMP.ILWNV.MM.I‘?.)

Oral contraceptives may compound the effects risk factors, such
asmmmwma&mm(m In-particutar,
SOMA Grogestogens are known to dacrease H and cause glucose

estrogens may cresie a state of hyperinsulinism (14-18).

fisk
ks minimal activity (Ses CLINICAL PHARMACOLO-
GY), and there is some evidence that the risk of myocandial i associ
ated with oral contraceptives is lower progestogen has minimal
androgenic activity than when the activity is grastar (100)
b. Thromboembolism
An increased risk of thromboembolic and thrombatic disease with

somawhat lower, i
hospmhﬂm(mfharhl thromboembolic disaase associated with oral
contraceptives is not retzted to length of use and disappears after pill use 1s
St

ODM(Z)
A two- 1o four-fold incresss in retative risk of post-operative thromboembolic
compiications has besn reportsd with the usa of aral contraceptives (9). Thc

tiong i twite that of women without such medical conditions (26). lffeaslma
oral contraceptives shouid bs discontinued at aast four weeles prior 10 and for

..
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two weeks after eloctive surgery of 4 type associxted with an increass in risk of
mmmmwmm%mmwmm' ; . Since
the immed:ats poStPATLM period i also associated weth an increasad nsk of
thromboembolism, oral contraceptives shouid be started 1O eartier than four
weeks aftar dativery in wormen who elect not 0 breast feed.

both

increas the risk of stroke (27-29).

in a large study, the retative risk of thrombotic strokes has been shown to
rangs from 3 for normotansive users to 14 for users with severs hypertension

d. Dose-velated risk of vascular disease from oral contraceptives
A pasitive association has been observed between the amount of estrogen and
progestogen in oral contraceptives and the risk of vascular dissase (31-33). A
dectine In sarum high denslty {ipoprotaing (MOL) has been reparted with many
18). A decling in serum high density ipopratsing has

means of that the benefits of iow-
dose oral contraceptive usa by hsalthy non-smoking women over 40 may out-
waigh the passible risks.

Of coursa, oider women, 23 il women who tais oral contraceptives, should take
an oral contraceptive which contains the least amount of estrogen and progesto-
umms‘;anwnmmmnmmwwmmla
tabie betow.

TABLE (it AKNUAL NUMBER OF BINTH-RELATED OR METHOO-RELATED
DEATHS ASSOCIATED WITH CONTROL OF FERTILITY PER 100,000 NON-STERILE
WOMEN, BY FERTILITY CONTROL METHOD ACCORDING TO AGE

Method of contrel ond sutasme  15-19 20-24 2328 334 3539 4044
No fertility control methods* 70 74 148 25

Oral contraceptives non-smoker** 0.3 05 19 1
Oral 135 S
10
2
3
7

.

:

~nN

N

w

-
~sO-mOo®
DPBRONODD -

0
Diaphragm/spermicide E 1
Periodic abstinence* 25 18 1

* Deaths are birth refated
** Doaths ara method reiated

(Adaptad from H.W. Cry, ret. #35.)

3. CARCINOMA OF THE REPRODUCTIVE ORGANS AND BREASTS
Numerous epidemiological studies have been performed on the incidencs of

iwbw&mmﬂaa% . This incrsasad relative risk
appears to be reiated to duration of uss ( 5 ).
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Some that oral contraceptive use has besn associztad with

carcinoma (52-54) in long-term (>8 ysarz) orsl contracegtive users, However,
thesa cancers are rare in the U.S. and the attributable risk (the excess incidence)
of liver cancars in oral contracaptive usars approaches less than one per mllion

usars,
OCULAR LESIONS
mmmmuhumm retinal thrombosis associated with the

59), when oral contraceptives are taken inadvertently during

nistration of oral contraceptives to induce should
rmbemummmmm.omwmﬁmmmumw~
ing pregnancy to treat threataned or habituual abortion.

msmommmmmmmrmmﬁmmm

shouid be discontinued urtil pregnancy is nuied out

credte progestational
agents (17,66). in the nondiabstic woman, orzi contraceptives 2ppear to have no
sffact on fasting glucoss (67). Bacsusa of thesa demonstrated effects, pre-
diabetic and mm crsfully

domized triais have hat the incidence with
increasing pi activity,

Women with 3 of hypertension of hypertension-reiatad dissases, or renal
um(m)mmwummmwnmmn
women siect 0 usa oral they should be monitored ciosely and #
sigl elevation of blood pressurs occurs, ora contraceptive should be dis-
continued: For most women, elevated will return to normal after

contraceptives and evaluation
BLEEDING IRREGULARITIES
Breaxthrough bleading and spotting are sometimes encountered in patients on
oral contraceptives, especially during the first three months of use. Nonhormonal
causas should be considerad and zdequats

malignancy or pregnancy in the event ot breakthrough bieeding, as in the case of
any abnormal vaginal biseding. i pathology has been exciuded, time or a change
10 another formulation May sotve the prablem. in the event of amenorrhea, preg-

’
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ed by oral contraceptives: .
a. Increasad prothrombin and tactors VI, VAL, IX and X; decressed antithrombin
3; increased i 3

d. Sex-hormgne binding giobutina are increased and result in sievated levels of
total circulating sex steroids; however, free or biologically active ievels either
decreasa of remain unchangad.

. High-density lipoprotsin cholesteral (HOL-C) and triglycerides may be
i cholestarol (LOL-C) and total choles-

ADVERSE REACTIONS

An increased risk of the foliowing serious agversa reactions has been associatad with
the usa of oral contraceptives (Sse WARNINGS section):

» Thrombogitsbitis and venous thrombosis with or without embotism

Asterizl thromboembotism

Puimonary embalism
« Myocardial infarction
« Cerebral

* Cerebral thrombosss

« Gallbladder dissase

*» Hepatic adenomas or benign kver tumors
The following zdverse reactions have been reported in patients receiving ord) contre-
captives and are betieved to be drug-related:

* Vomiting

. Y (such as cramps and bloating)

« Breaithrough bleeding v
* Spoting

« Change in menstruai flow

+ Amenorthea

-Emuymmmmmmmmm
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vissar, J. Endocrintlogical studies with desogestrel, Arzneim. Farsch./Drug Ras., 1

%(1).2:231-8. 93. Data on ffie, Organon (nc... 4. Fotherty, mm&‘
nd cardiovascular diseasss. Contraception, 1985; Vol. 31; 4:387-54. 98, Lawrsnce, OM
e @l. Reduced sex hormone binding globutin and darived free tastosterone levels i
women with savers acne. Clinical Endocrinology, 1981:15:87-91. 98, Cullberg, G et &

. Effects of 2 jow-dosa desogestrei-sthinyl estradiol combination on hirsutism, androgens

and s8x hormone binding In wormen with a polycystic syndrome. Acta
Obstet Gynacol Scand, 1685: 64:195-202. 97. Jung-Hoftmann, € and Kuh, M, Divergent

. offects of two flow-doss oral contracaptives on sax hormone-binging globutin znd free

testosterons, AJOG, 1587: 156:199-203. 98. Hammond, G of al. Serum staroid binding
mmuwmmdm

during trestment with contraceptives

Starl, 1884:42:44-51. 90. Paixtsi, R et al. Sarum total and unbound testostarone and
sex hormone binding globutin (SHBG) in female acne patients treatsd with two different
oral contracaptives. Acts Derm Venersol, 1084; 64:517-23. 100 Lawis M, Spitzer WO,
Heinemann LAJ, MacRas KD, Bruppacher
wmmwmmdemmmm

Brief Summary Patient Packags Insert

Apri™
(desogestrel and ethinyl estradiol) Tablsts
B only

Although cardiovascutar

after age 40 in hesithy, non-smoking women (sven with the newer low-dosa tormuia-
tions), there are aiso graater potential heaith risks associated
women,
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High biood pressurs; aithough blood pressure ususlly retums to normal when the

pill is stopped. .

The symptoms associatsd with thess serious side effects are discussad in the detaied
patient labeling given to you with your supply of piils. Notily your doctor or clinic if you
notics sny unusual physical disturbancas while taking the pil. in addition, drugs such

!
|
|
:
§
|

;
i
;
I
ol

s

3

%
1
i
i
5

i
Hh
i

{
5%
1

3
i



i R
mm ﬂu uw wm ummmmm%.... mmwm i Y mm t g o5 e
g L | i Eedl & iR mm P £ jlaae st
b g g el it | i b g 4 it
mm T nm nw mmmmmmmmu T H Hs mmmmm m : ¥ mmwmmmm
mmmm mmmW m.mm ms wmmmwmmmm mmm.m_m munm m wmmwm m mm mM memmmwa
| S bt 44 mm. wm y - =03 ,mm =B 5 £ dua Fi
X mm b5l g mwm“ mmm mrmm_mﬂmmmmmmmm mmm 1 mmm i i i mmm i MWM fig mmmm
il 1 il ekl il | il ! 1 Dt
s 130 IRt el i il S NG i (e it
53 wmm mwm mum n.-mmmwm mmmm mumwm‘mm.%.mmc mmmwmmm MWWWMWMWWWWMWW mwmmm mmwwmw
S BT mmmmwwmmww

r.. -——




8 .| NoNveon EIGEELT R38s ie § ))M) £
e T4 g s RHH T il
WWWMM W mmmuammmmmm mmmmm H mm mMmm ummm HH E— 2 memmmmm mmW m ! mummmw. m it
£y mm.mmmmmmmm tht I m... % i mmmm mmm — mmmwmmw wm mmwmwmmmmm
HAHB R : zal P |8EE (3|xanzmne —Bgiagyt £ 3 HhHER L
AR WWWMN i wmm,mmm_mm mmm mww oo Wmmmm%mm“w i mmmmmm il
H T HHT 53 =4 23 I E g .._u7. o amaﬁm : 2398 # o§ss Amm £s
eIl ] o mwmm_wmmmm__mm“mmw iy mmwmmmmm mﬁm wﬁ wmmw
SHah T U e B jiti M
RSl L _ﬂmmw.ﬁmmmmmmmm e M.mmmmmmmmmmmm jEeihl i
.mmmmmmwmmwmw wzm m M;w?mmm mmwmmmm M HEH A R T e R H

T3



peEEn ¢ 8
dit § 8
mmwm Ph s Wm
g lwu m 5 3 m .m«
HRE R
Brlfss: £ 5 4ih
fesazs 1] i
mhwm M mm 2 m m
muumummmu wm i m_mmm
3 i Ficls
mwmmxmmzm_ i
T

e g

mem P ni ...““__ wn T mmb. % m -
Bt i e e AHH
it lhie el o HUt
izl m il il bl { et i
Wm B Mw um e m.mm 23 Zac
I S B e
1 EFpE I £8s5vi BREER mmm g § moﬂm‘ bt
AT mwm i B i o ol mmmmmmﬂmmm
it Ll 5 gt
H SCaEigess a4 T hEhEe
L elstdikh

TROUBLE REMEMBERING TO TAKE THE PILL, talk to your doctor of
to make pil-taking exsier or about using another method of bir
OR ARE UNSURE ABQUT THE INFORMATION i

TO TAKE YOUR PILL It is important to takt

hawe
ANY
,call
STMT
T T

¢

£

w 3
iy

doctor of
(F YQU HAVE

your
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“active” {ross-colored hormones) to taks for 3
weeks, foowed by 1 week without | 3 )
The 28-pill pack hes 21 “active” {rosa-colored] pills (with hormones) to taxa for 3
m&wﬁwmmwmlmlpmmm).

1) where cn the pack to stat taking the pi

pils,
2} in what order to taka the pitls (fotiow the arrows) and
3) the wesk numbars printad on the pack.

Eanple Oy

~

Peel and place (zbel here.

Notw: If the first day of your period is 2 Sunday, you can siip steps #1 and #2.
3. Taka the first “active™ [rosa-colored] pil of the first pack during the

m‘ .
4. You will ngt need to use 2 back-up Mmethod of birth control, $ince you ane starting the
pﬂaWﬂmm

SUNDAY :
1. Take the first "active™ (rose-colored] pil of the first pack on the Sunday after your
period starte, even if you are stilf biseding. if your period begins on Sunday, start the

13 2 back-up method i you have sax

WHAT TO 00 THE
on
days t0 start the next paci. You will proBably have your period

It you MISS 1 [rose-colored) “active” pilk: .
1. kaumpn:ywmmwmmﬂammmmsm

1. Take

2. Then take 1 pil 8 a2y until you finish the pack.

3. You BECOME PR| if you have sex in the 7 daya after you miss pits. You
MUST use ancther birth control method (such &s condoms, fozm, or sponge) 88 a
p method for thosa 7 days.

it you MIS8 2 [ross-colored) “active” pilts in a row in THE JRD WEER:

1. i you are a Day 1 Starter:

THROW QUT the rest of the pill pack 2nd stast 3 new pack that same dey.

-

2. You may nathave your penod this month but s s sxpecied. Howevar. f you miss

.

3
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nant
3. You MAY BECOME PREGNANT if you have sex in the 7 days after you miss pits,
You MUST use ancthes birth control method (such 23 condoms, foam, or Sponge)
a3 & back-up method for thoss 7 days.
if you MESS 3 OR MORE [ross-colorad] “active” pisis in a row (during the first 3 weeias).
1. ¥ you are 8 Doy 1 Starter;
THROW OUT the rest of the pil pack and start 2 new pack that same day.
1f you are 8 Sendsy Starter: -
Kesp taking 1 pill every day untli Sunday. ‘
On Sunday, THROW OUT the rest of the pack and start a new pack of pés that

day.
2. You may not have your period this month but this is expectad. However, if you miss
your pertod 2 months in @ row, call your Goctor or cinic becauss you migitt b oreg-

nant,

You MAY BECOME PREGNANT i you have sex in the 7 days after you miss pills.
You MUST usa anather birth control method (such a3 condorns, foam, or sponge}
as a back-up method for thoss 7 days.

A REMINDER FOR THOSE ON 25 DAY PACKS:
If you forget any of the 7. [whits] “reminder pils in Week 4:
THROW AWAY the pills you missed.

od

FINALLY, [F YOU ARE STILL NOT SURE WHAT TO 00 ADOUT THE PILLS YOU HAVE
Usa a BACK-UP METHOD anytime you have

.3
KEEP TAXING ONE [ross-colored] “ACTIVE™ PHLL EACH DAY until you can reach your
doctor of clinic.

HEALTH BENEATS FROM ORAL

. omMmmMmmWWmm
of cancer: cancer of the ovaries and cancer of the ining of the uterus.
phar:

if you want more information about birth control pils, ask your doctor, ciinic or phar-
macist They have a mors tachnicsl laaflet calied the Professional Labeting, which you
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THES PRODUCT (LIKE ALL GRAL CONTRACEPTIVES) IS INTEMOED TO PREVENT PREGNANCY. (T
ODOES NOT PROTECT ASAINST IV INFECTION (MDS) AND OTHER SEXUALLY TRANSIMTTED
DISEASER.

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
FRIL SAT SUN MON TUE WED THU
SAT SUN MON TUE WED THU FRI
SUN. MON TUE WED THU FRI SAT
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OCT_ 28 1253

ad olhlnyl Teblat 21 Owy Regimen Stister Cor: Containg 21 round rose-

mamm m'mo:;rmw

0.15 mg desogestrel and 0.03 mg othinyl estradiol )

Oral contraceptives, 150 known 23 “birth control pills” or “the
correctly, have & rate ot per

%
|

£
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use. This risk intreases wilk age aad wilh heawy saeking (13 o mers
gareltes per day) and is quils marked in women ever 35 yoors of age. Women whe wee orst
10 strongly sdvized ael ta smeke.

Most side effects of the pill are not ssrioys. The moat common such effects are nausea, vomiting,
bleading betweon menstrual periods, weigit gain, breast tndemess, headache, and difficutty wear-
ing contact lensas. Thess sida affects, especiatly naussa and vomiting, may subsids within tha first

memmuummummm
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l 4. BE SURE YOU HAVE READY AT ALL TIMES:
ANOTHER KIND OF BIRTH CONTROL (such as condoms, foam, of $pangs) to uss as a back-
up In cass you miss pills.
AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRET PACK OF PILLS:
Ywmammmmmmwmmﬂmmupnmmmmu
clinic which (s the best day for you. Pick a time of day which will bs sasy to remember.
DAY 1 STANE
1. Pick the day label strip that starts with the mmmmﬂoﬂ(mhhmm”oumn
mummnnumwm bieading begins)
2. Place this day labef sirip on the cycle tabiet dispenser card over
the week (starting with Sunday) printed on the dispensing card.

Pick correct day label [ THU FRI SAT SUN TUE WED
Peei and place kabel hers.

.
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Nota: H the first day of your penod is a Sunday, you can skip steps #1 and £2.
3. Take the first “active” [rosa-colorad) pil of the first pack during the first 24 hours of your pariod.
4. You wifl not need 10 use 3 back-up Method of birth control, since you are starting tha pal 21 the
beginning of your period.

START :
1. Taks the first “actiw” (rosa-colored) pil of the first pack on the

wmmwmm

).
Do not skip pills sven it you do not have sex very oftmn.
2. WHEN YOU FOIRISH A PACK OR SWTTCH YOUR BRAND OF MLLS:
Wait 7 days to start the next pack You wizl prabebly have your period during that week. Se sure
that no move than 7 days pass between 21-day packs.

WHAT TO DO ¥ YOU WSS PRLLE:

It you IS8 1 [rose-caloned] “active” pilk

1. ;wumnmmemmwnmmm.mnmmm

nt

2. You do not need to use 3 back-up Nirth control method if you have sex

1f you WSS 2 {rose-colored] “active” pills in & cow in WEEK 1 OR WEEX 2 of your pacic

1. Taks 2 pills on the day you remember and 2 pills the next dey,

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

3. You MAY BECOME PREGNANT if you have sex in the 7 tays after you miss pite.
vwmﬁfmmmmmumu(mammwm)mm
up method for.thoss 7 days. .

nyoumnmomn) “actve” pilly in 2 row in THE SRO WERRE

1. if pou are 8 Ouy 1 Starter:
mnuwannnrnampummmampuvmmm
1 you sre o Sunday Starter:
Kesp tking 1 pil svery day unth Sunday.
O Sunday, mmmmmmwmmammuwmamm

2 You may not have your period this month but this is expectsd. However, if you miss your period
2 mornths in 2 row, cafl your doctor of ciinic because you might be pregnant,

3. You MAY BECOME PREGNANT i you hawe sax in the 7 dayg after you miss pilis. You MUST
uammmmunmo(mamiwn.um)unuwmm

thoss 7 days.
nwm:mmrwiwmmm(mmmam
# you are 8 Doy 1 Starter:
THROW OUT the rest of the pill pack ang Start a new pack that same day.
f you are & Sunday Starter:
Koep taking 1 pill avery day untii Sunday.
" On Sunday, THROW OUT the rest of ths pack and start 2 new pack of pills that same day.
2. You may not have your period this morth but this is sxpacted. Howewer, if you miss your period
2 months in 4 row, call your doctor of ctinic because you migit be pragrant.
3. You MAY BECOME PREGNANT f you have sex in the I dayg after you misy pills, You MUST
mumu,mwmmmwummmum)mmwm
for those

FINALLY, wmmmmmmmmmmmmmm
Uss 2 BACK-UP METHOD anytime you

KEEPTAKINGONE[ROSE-COLORED] mnuwwmmmmmruw
of cllnic.

DURAMED PHARMACEUTICALS, (NG
CINCINNATY, 0410 45213 USA

.'



(desogestrel and
ethinyl estradiol) Tablets
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0.15mg/0.03mg

IMPORTANT:
Ths Gron acains Decided Pasien Labebng d each (pcic Lok -
Oixpeaer oocains the rinf Pasiont Labeking. Boch shoukd be inchced with
b o e w e prim

EMARMACIST;
Pisass bo sace ® placa one of the eacomd “Mnearice” widkers ee e W
of ach Miaer el pech & the e of digaasing.

pumalymed

0.15mg/0.03mg

. I only

THIS PRODUCT (LIKE ALL ORAL! CONTRACEPTIVES) IS INTENOED TO
PREVENT PREGMANCY. IT DOES MOT PROVECT AGANNST MV
NEFECTION (ADS) AND OTHER SEXUALLY TRASIITTED DISEASES.
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THIS PRODUCT (LIKE ALL ORAL CONTRACEPTIVES)
I8 INTENDED TO PREVENT PREGNANCY. IT DOES
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PLEASE NOTE: This Lsbeling Iy revised frem time to fime a3 Important new
medics! informstion becomes avaliable. Therefors, please review this
iabeling carefully.

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

m(mmmM)mammmm
Each rose-colored tablet contalns 0.15 mg desogestrel and 0.03 mg ethiny!
estradiol. Each white tablet contains inert ingredients.

Apri (desogestre] and ethinyl estradiol) Tublet 21 Day Regimen BNster Cord

Each rose-colored tablet contains 0.15 mg desogestrel and 0.03 mg ethinyl

estradiof.

INTRODUCTION
Any woman who considers using oral contraceptives (the blrth controf pill or
the pill) should understand the beneflts and risks of using this form of birth

control. mspatlcmhbeﬂnowmqivayoumud'oﬂhelnfmtbnywwm-

with him or her, bothwlmyouﬂrststantaidnu!hepﬂlmddudnommls
its. You should also folow your doctor's or cfinic’s advice with regard to regu-
lar check-ups while you are on the pill.

:

EFFECTIVENESS OF ORAL CONTRACEPTIVES
Oral contraceptives or “birth control piis™ " are used to prevent preg-
nancy and are more effactive than other 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-
"ut missing any pifls. Typical fafture rates are actually 3% per year. The chance
o becoming pregnant increases with each mlssw pill during a menstrual
rycle.

-in comparison, typical fafture rates for other non-surgical methods of birth
ontrol during the first year of use are as follows:

lmplam 1%

ion: <1%
Ul?phfa with spermicides: }8'%2%
Spermlcqg‘es alone: 21%
Vaginal sponge: 1810 36%

to the kngs. These risks are (reatit with desogestrel-containing

ceptives, such as Apri (desogestrs! and sthinyl estradiol) tablets, than with
other low-dose pills. Rarely, clots occur I the bidod vessels of the eye and may
cause biindriess, doubis vision, or impaired vision,
ummwmmmwmmsumry,mmmymm
for a prolonged Mness or hav recently defivered a baby, you may be at risk of

after a second trimester abortion. If you are breast feeding, you should wait
un‘lﬂyouhmmmdyourchﬂdbefﬁmusingﬂnpll (See atso the section on
Breast Feeding in General Precautions.)
mmmum&mModwﬂmﬂwmmmMrm
users of high dose pifis and ntay bs greater with longer duration of oral con-
traceptive use. tn addition, some of these increased risks may continve for a
number of years after stopping oral contraceptives. The risk of abnormal blood
clotting increases with age n both users and nonusers of oral contraceptives,
but the increased risk from the oraf contraceptive appears 6 be pressnt at all
ages. For women agad 20 to 44 it I estimated that about 1 n 2,000 uing oral
will be hospitalized each ysar because of abnormat clotting.
Among nonusérs in the same age group, about 1 in 20,000 would be hosplital-
Ized sach year. For oral contraceptive users in general, it has been estimated
the ages of 15 and 34 the risk of déath due to a circu-
latory disorder is about 1 in 12,000 per year, whereas for nonusers the rate is
about 1 in 50,000 per year. In the age group 35 to 44, the risk is estimated to
be about 1 in 2,500 per year for oral contraceptive users and about 1 in 10,000

Oral contraceptives may lhmasoﬂmendmtodevdopstrokes(stoppaoem
nmdumdmeuhmobm)mdmmmmodsandheanmm
(blockage of blood vessels in the heart). Any of these conditions can cause
daath or serious disabiiity,

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

3. Galtstadder disease

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

4. Liver tumors )

In rare cases, oral contraceptives can cause benign but dangerous fiver

. Mid. by:  DURAMED PHARMACEUTICALS, INC.

CINCINNATL, OHIO 45213 USA

REV. 08/99

over the ags of 35, the estimated muniber of deaths excestls those for other
methods of birth control. if a' woman Is over the age of 40 and smokes, her
estimated risk of death Is four times higher (117/100,000 women) than the
estimated risk associated with pregnancy (28/100,000 women) in that age

group.

The suggestion that women over 40 who do not smoke should not take oral
contraceptives is based on tnformation from older, higher-dose piils. An
Advisory Committes of the FDA discussed this Issug i 1989 and recommend-
ed that the benefits of low-dose oral contraceptive use by heafthy, non-smok-
ing women over 40 years of age may outweigh the possible risks.

WARNING STHIALS
Nmyonfnsndvemeﬂec'soccurwhﬂeyouamaldngmlootmeemlves
cal! your doctot or clinkc immediately:
= Sharp chest path, coughing of blood, or sudden shortness of breath (Indi-
cating a possibid clot In the tung)
« Pain In the cal? (indicating a possible clot in the leg)

. Cmsh;nudtestpalnovheavinesshmechest(mdlwmoaposlbmman

* Sudden severs headache or vomiting, dizziness or fainting, disturbances
of vislon or speech, weakness, or numbness tn an amm of leg (Indicating
a possibie stroks)

* Sudden partial or complete loss of vision (indicating 4 possible clot in the
oye)

«. Broast umps (Indicating possitis breast cancer or fibrocystic dissase of
the breast; ask your doctor or clinic to show you how to examing your
 breasts)

. mﬂxhmehMmundMngaposstp-

r (mor’

Difficuly In sleeping) weskness, ck of energy, fatigus, or change In

mood (possibly indicating severs depression)

. .hum'xayenmuownstmrmm& accompaned frequently -

by fever, tatigue, loss of appetits, dark colored urine, or light colored
bowel movemeants (indicating possibie fiver broblems)

SIDE EFFECTS OF ORAL CONTRACEPTIVES

1. Vaginal bleeding

Irreqular vaginat biseding or spotting miay accur while you are taking the pilts.
Irregular bleeding may vary from slight staining between menstruat periods to
breakthrough bleeding which is a flow much fike a regular period. lrregular
bieeding occurs most often during the first few months of oral contraceptive
use, but may also occur atter you have been taking the pill for some time. Such
bleeding may be temporary and usually does not indicate any serious prob-

-



CéPich! Cap: 14 to %
Condom alone (mate): 12% .
Condom alone (female): 21%
Pertodic abstinence: 20%
No methods: 85%

WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES

Cigarette smoking Increasss the risk of ssriows cardlovascular side
effects from oral centraceptive wss. This risk incresses with ags and
with heavy smoking (15 or mere cigsrettes per day) and Is qulle
marked in women over 35 years of sge. Women who use oral contra-

coptives are strongly sdvised not to smoke.
Some women should not usa the pill. For example, you shoutd not take the pill
« it ybu are pregnant or think you may be pregnant. You shoutd also not use the
pif it you have any of the following conditions:

» A history of heart aftack or stroke

« Biood clots in the legs (thrombophlebitis), lungs (pulmonary embolism), or

eyes
« A history of biood clots in the deep veins of your tegs
« Chest pain (angina pectoris)
* Known or suspected breast cancer or cancer of the fining of the uterus,
cervix or vagina
* Unexplained vaginal blesding (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)
o Known or suspected pregnancy
Tell your doctor or clinic if you have ever had any of these conditions. Your doc-
tor or cfinic can recommend a safer method of birth control.

mmmmummm
Tell your doctor or cfinic {f you have or have had:

 Breast nodules, fibrocystic disease of the breast, an abnormal breast x-ray

or mammogram

« Diabetes .

« Elevated cholesterol or triglycerides

« High blood pressare

¢ Migraine or other headaches or epflepsy

* Mental depression

* Galibladder, heart or kidney diseass

« History of scarty or Imegular menstrual periods
Women with any of thess conditions should be checked often by their doctor
or clinic it they choose to use oral contraceptives.
;l:'o’&':mmmnnyourdodmmdhicﬂyousmorammanynwd-

nmormmammmm

1. Risk of developing blood cloty -
Blooddotsmduocwmbbodmbmomoimmmm
effects of taking oral contraceptives and can cause death or serious disability.
In particular, a clot in one of the legs can cause thrombophlebitis and a clot that
waveistomelungswnmasudden?ioéklnoofmmcanylnablood

tumors. Thise benign fver tumors can nipture and cause fatal intemal bleed-
tng. In addition, a possible but not definite association has been found with the
pilt and Ever 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 dre rare.

8. Cancer of the reproduttive organs snd brpasts

There Is conflict among sfudies regarding breast cancer and oral contraceptive
use. Some studies have reported an increase in the risk of developing breast
cancer, particularly at a younger age. This increased risk appears to be related
to duration of use. The majortty ot studies have found no overall increase in the
risk of developing breast cancer.

Some studies have found an increass in the incidence of cancer of the cervix
in women who use oral contraceptives, However, this finding may be related to
tactors other than the use of oral contraceptives. There ks insufficient evidence
to rule out the possibility that pills may cause such cancers.

ESTIMATED RISK OF OFATH FROM A BIRTH CONTROL METHOD OR PREB-

RANCY

Al methods of birth control and  are assoclated with a risk of devel-
oping certaln disaases which may lead to or death. An estimate of the
number of deaths assoctated with different methods of birth contro! and preg-
nancy has been calculated and is shown in the following table.

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

Methed of coatrol 15-18 20-24 25-29 30-M 3539 40-M

aad outeome

No fertility control 700 74 91 148 257 282
methods* :

Oral contraceptives g3 05 09 19 138 316
non-smoker**

Ora! contraceptives 22 34 68 135 S11 172
smoker**

o** ' 08 08 10 {10 14 14

Condom* 1.1 16 07 02 03 04

Diaphragm/spermicide* 19 12 12 13 22 28

Periodic abstinence* 25 16 16 17 29 36
* Deaths are bitth retated

** Deaths are method retated

In the preceding table, the risk of death froth any birth control ethod ts fess
tharl the risk of chiidbirth, except for oral contraceptive users over the age of
35 who smoke and pilt 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 pregnancy (7-26 deaths per 100,000 women, depending on ags).
Among pifi users who do not smoke, the risk of death was aiways lower than
that associated with pregnancy for any age group. afthough over the age of
40, the risk Increases to 32 deaths per 100,000 women, compared to 28 asso-
ciated with pregnancy at that age. However, for plil users who smoke and are

lems. It ts important to continue taking your pills on schedule. If the bleeding
occurs In more than one cycle or lasts for more than a few days, tatk to your
doctor or clinic.

2. Contact lenses

11 you wear contact lenses and notice a change in vision or an Inability to wear
your lenses, contact your doctor or clintc.

3. Floid retention

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

4. Melasma

A spony darkening of the skin is possible, particularly of the face, which may

persist

5. Other side effects

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

H any of these side effects bother you, cafl your doctor or cinic.

QENERAL PRECAUTIONS
1. Wissed periods and use of oral contraceptives betfore or during early

pregrancy

There may be times when you may not menstruate regularty after you have
completed taking a cycte of pills. If you have taken your piis regularly and miss
one menstrual period, continue. taking your pils for tha next cycls but be sure
to inform your doctor or clinic before doing so. if you have not taken the pills
dafly as instructed and missed a menstrual period, you may be pregnant. if you
missed two consecutive menstrual periods, you may be pregnant. Check with
your doctor or clinic immediately to determine whather you are pregnamt. Do
mtminmtolakaomlmmwmsmtﬂyoumsumyouamnolpmnam
but continwe to use anothsr method of contraception.

There is no conclusive evidence that oral contraceptive use is assoclated with
an increase in birth defects, when taken inadvertently during early pregnancy.

_ Previously, a few studies had reported that orat contraceptives might be asso-

ciatad with birth defects, but thess findings have not been seen in more recent
studies. Nevertheless, oral contraceptives or any other drugs should not be
used during pregnancy unless clearly necessary and prescribed by your doctor
or clinic. You should check with your doctor or clinic about risks to your
unbomn chitd of any medication taken during pregnancy.
2. While bresst teefing
If you are breast feeding, consult your doctor or clinic before starting oral con-
traceptives. Some of the drug wifl be passed on o the child in the milk. A few
adverse effects on the child have been reported, Including yeflowing of the skin
(Jaundice) and breast enlarpement. In addition, oral contraceptives may
decrease the amount and quafity of your mitk. If possibie, do not use oral con-
while breast feeding. You should use ancther method of contra-
ception since breast feeding provides only partial protection from becoming
pregnant and this partial protection decreases significantly as you breast feed
for tonger periods of time. You should consider starting oral contraceptives
only after you have weaned your child completely.



3. Laberatory tests
lfyoumscnoduledforwlabuawmmﬂyowdmrwdinlcyoum
.ta:d'&no wmmmammmmmumwumm
pil
4. Orug interactions. . .
Certain drugs may interact with bifth control piils to make them less effective
in preventing pregnancy or cause an increase in breakthrough bleeding. Such
drugs include rifampin, drugs used for epilepsy such as barbiturates (for
example, phenobarbital), anticonvuisants such as carbamarepine (Tegretol is
one brand-of this drug), phenytoin (Dilantin is one brand of this drug),
phenylbutazons (Butarolidin is ons brand), and possibly certain antibiotics.
You may need to use additional contracaption when you takes drugs which can
make oral contraceptives less effective.
S. Sexusily transmitted dissases
This product (liks ail oral contraceptives) is intendad to prevent pregnancy. it
does not-protect against transmission of HIV (AIDS) and other sexually trans-
mitted disexses such as chlamydia, gmmmmmmcm
hepatitis 8, and syphilis.

HOW TQ JAKE THE PilL
|MPORTANT POINTS TO REMEMBER

YOU START TAKING YOUR PILLS: .
1. BE SURE TO READ THESE DIRECTIONS:
Before you start taking your pills.
Anytima you are not sure what to do.
2. THE RIGHT WAY TO TAKE THE PILL 1S TO TAKE ONE PILL EVERY DAY AT
THE SAME TIME
It you miss pilis you could get pragnant. This includes starting the pack late.
The more pills you miss, the more likely you are to get pragnant.

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 faal sick to your stomach, do not stop taking the pill. The problem wifi
usually go away. It it doesn't go away, check with your doctor or clinic.

4. MISSING PILLS CAN ALSQ CAUSE SPOTTING OR LIGHT BLEEDING, even
when you maka up these missed pills. On the days you take 2 piils to maks
up for missed pills, you could aiso fes! a littte sick to your stomach.

. IF YOU HAVE VOMITING OR DIARRHEA, for any reason, or (F YOU TAKE
SOME MEDICINES, including some antibiotics, your pills may not work as
waell,

o

Use a back-up method (such as condoms, foam, or sponge) until you check ‘

with your doctor or clinic.

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

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMA-
TION IN THIS LEAFLET, cali your doctor or ctinic.

GEFORE YOU START TAKING YOUR PILLS:

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. it is impor-
tant to taks it at about the same time every day.

2. LOOK AT YOUR PILL PACK TO SEE IF IT HAS 21 OR 28 PILLS:
The 21-pill pack has 21 “active” [rose-colored] pills (with hormones) to take
for 3 wesks, followed by 1 week without pifis.
The 28-pifl pack has 21 “active” [ross-cotared] piils (with hormones) to taks
for 3 weeks, followed by 1 week of reminder [whits] pills (without hor-
mones).

3.ALSOFIND: =
1)wnnmmmmsmnmme fts,
2) in what order to take the pilis (follow the arrows) and
3)mowedmmnmmmadontmm

. -

SUNDAY START:
1. Taks the first “active” {rose-colored] pitl of th first pack on the

Sunday aftes
even if you are still bieeding. Ilyourpeﬁodboainson-

your perjod starts,

Sunday, start the pack that same day.
mmmmmmasaback-unmwﬂwuhmw
anytime«rpM the Sunday you start your first pack until the next Sunday (7
days). Concm‘:foam or the sponge ars good back-up methods of birth

control.

WHAT TO DO DURIRG THE MONTI:

1. TAKE ONE PRLL AT SAME TIME EVERY DAY UNTIL THE PACK I8
Do not siip ptils even if you are spotting or bleeding batween monthly peri-
0ds or fesi sick to your stomach (naussa).

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

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

21 il Wait 7 days to start the next pack. You will probably have your
pariod during that wesic Be sure that no more than 7 days pass
-between 21-day packs.

28 piilx; Start the next pack on the day after your last “reminder” pill. Do

If you MISS 1 [rose-colored] “active™ piil:

1. Tmuumnummnwmwmmmﬂayoumgularﬂme This
means you take 2 pilis in 1 day.

2. You do not nesd to usa a back-up birth control method if you have sax,

If you MI8S 2 [rose-colored) “active” pllls in a row in WEEX 1 OR ~

WEEK 2 of your pack:

1. Tmzpmmmmywmmmmnammm

2. Then take 1 pill a day untl you finish the pack.

3. YouMAYBEGOMEPREGNMTﬂywhaveminﬂnUmaﬂuyoumlss
pitls. You MUST use anather birth control method (such as condoms, foam,
or sponge) as a back-up method for those 7 days.

Ifyoullﬂ![rose—colorod] “active” pillslnaromeHEmm
1. i you sre a Day 1 Starter:
mﬂowommmmmwﬂwwmﬂammkmatsameday
1f you are & Sunday Starter;

KmmﬁngipiﬂmdayunﬂlSunday
On Sunday, THROW OUT 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. However, 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 sax in the. 7 days after you miss
pills,

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

if you Mi88 3 OR MORE {rosa-colored} “active” piils in a row (during the first
3 wesks):

1. If you are a Day 1 Starier:

THROW OUT the rest of the pill pack and start a new pack that same day.
if you are a Sundsy Starter:

Keep taking 1 pill every day until Sunday.

On Sunday, THROW OUT the rest of the pack and start a new pack of pilis
that sams day.

2. Youmaynothavnyourwbdmlsmonmmmisisaxpected However, if
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 days after you miss
pills.

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

PR
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4. BE SURE YOU HAVE READY AT ALL TIMES:
ANOTHER KIND OF BIRTH CONTROL (Such as condoms, foam, of sponge)
10 usa as a back-up in case you miss piils.
AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRST PACK OF PRLLS:
Youhaveachohootwhidldtytosmtahnomﬂmmckofpﬂb.bm
with your dector or clinic which is the best day for you. Pick a time of day

" which will ba easy to remember.

DAY 1 START-

1. mmuymmmmmmmmwmm(mu
memwummmsmmunummmm
bleeding begins.) .

Zlemisdaywmlnmawdammmmrmommm
the days of the week (starting with Sunday) printsd on the biister card.

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

Nots: If ths first day of your period Is a Sunday, you can skip staps #1 and #2.
3. Take the first “active” (rose-colored] pili of the first pack during the first 24

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

A REMINDER FOR THOSE ON 28 DAY PACKS:

I you forget anry of the 7 (white] “reminder” pilts in Week 4:
THROW AWAY the piils you missad.

Keap taking 1 pill each day untif the pack is empty.

You do not need a back-up method.

FINALLY, [F YOU ARE STILL NOT SURE WHAT T0 DO ABOUT THE PILLS YOU
HAVE MISSED: )

Use a BACK-UP METHOD anytime you have sex.

KEEP TAKING ONE {rose-colored) “ACTIVE™ PILL EACH DAY until you can
reach your doctor or clinic.

PREGNANCY DUE TO PILL FAILURE

The incidencs of pill failure resulting in pregnancy is approximately ane per-
cant (i.8., one pregnancy per 100 women per year) if taken every day as direct-
ed, but more typical failure rates are about 3%. If failure does occur, the risk
to the fetus is minimal.

mmmmmmm

Tharamaybesomdehylnbeeouunoprwnamfyoustopuslnuomcon-
tracaptives, espacially if you had irregular menstrual cycles before you used
oral contraceptives. it may be advisabie to postpons conception until you begin
menstruating regularly once you have stopped taking the pill and desire preg-

nancy.
There does not appear to be any increase [n birth defacts in newbom babies
when pregnancy occurs soon after stopping. the pitl.

OVERDOSAGE

Serious ifl effects have not been reported following ingestion ot targs doses of
oral contraceptives by young children. Overdosage may causs nausea and .
witﬂdmwalbbedmmnmbs.lnmuimmmwmanyourdm
clinic of pharmacist.

OTHER INFORMATION ’
Your doctor or clinic will take a medical and family history before prasedbh\o
oral contraceptives and witl examine you. The physical examination may be
delayed to another time if you request it and your doctor or clinic belisves that
it is a good medical practica to postpone it. You should bs resxamined at least -«
once a year. Be sure to inform your doctor of clinic if thera is a family history -
of any of tha conditions listsd previously in this leafiet. Be sure to keep all
appointments with your doctor or clinic because this is a time to determine if
there are early signs of side effects of oral contraceptive use.

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

HEALTH BENEFITS FROM ORAL CONTRACEPTIVES

In addition to preventing pregnancy, use of combination oral contraceptives

may provide certain benefits. They are:

» menstrual cycles may become mare regular

* biood flow during menstruation may be lightar and tess iron may be lost.
Therefore, anemia dus to iron daficiancy is less likaly to occur. :

-
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-mamwmmmmumum

ot lumps in the breast may occur less frequently.
* acute petvic inflammatory disease may occur lass frequently.

mw(mwmmmmmmmw
* NONCINCETOUT CY St

. » oral contraceptivruse may provide 300 mmmmnm

tomdwmmmmmmdunlmdmm

. It you want more information sbout birthi-control pills, ask your doctor, clinie

or pharmacist. They have 3 mors tachnical lsafiet called the .Professionad

" uwmmmmmmmmmmmuwmm
- lished in 2.booit entitied. Physinisns’ mmmnmm

" stores and pubic fibrarles. LT .
nmmmmm
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PREVENT PREGNANCY. IT DOES NOT PROTECT AGAUST I8V
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