LEVONORGESTREL AND ETHINYL ESTRADIOL - evonorgestre! and stiny!
estrad
Cabin Prarmaceuticals, Inc.

Levonorgestrel and Ethinyl Estradiol Tablets USP, 0.1 mg/0.02 mg
Rx only

Pationts shoul bo counssled that ora contraceptives do not protect against
transmisson of HIV (AIDS) and other sexualy transmeted dsanses (STDs)
Such a5 chiamydia, genital herpes, genital warts, gonorrhea, hepatis B, and
“yohie,

DESCRIPTION

Each active, whie tablet (21) contains 0.1 mg of levonorgestrel, d(-)-13g- ethyt17a-

eyt 175 ycroxygor-d-en one,a oty synnet progestogen, and 0.02 g of
| 17aethiny+13,5( 17B-diol.

microcrystaline celliose and povidone.
Each inert, orange tablet (7) contains the folowing inactive ingredients: croscarmelose
Sodium, FD&C Yelow #6, lactose monohydrate, magnesium stearate, and
microcrystaine celuiose.

Levonorgesrel Ethiny| Estradiol
2H0r  MW.31245 CaHa0r  MW.296.4

CLINICAL PHARMACOLOGY

Mode of Action

Combination hough the
ity e f T 20 & Sk of SVt ot Eerstons mcavie
changes in the cervical mucus (which increase the dfficulty of sperm entry into the

s o e e (i taduce e Belinood s rmpmaton)

PHARMACOKINETICS

Absorption
No spectic nvestigatin o the absolte bioavaiabity of evonorgesteland ety
estradiol in humans has been conducted. However, iterature indicates
evonargetra® rapkly and ol fbsorbed ot o8t aminEis st kbmavawabmy
‘about 100%) and is not sublect to first-pass metabolsm. Ethinyl estradiol s rapidly an

but, rst-pass
metabolem i gut mucosa and ver, th bioavalaby of ethinyf estradiol s between 38%

after to 22 women under

ng/ml (mean = SD) at 1.6 = 0.9 hours. At steady state, attained from day 19 onwards,
wimum 0f 6.0+ 2.7 ngiml hedat 15 + 0.5

nours afte he daly dose levels of
ng/mL Obser orgestrel concentrations increased fro
i dose) t days & and 31 okl Soses) by S35 and SEr.respectuer e 1.
Unbaund levonorgetrel oncentratons icreased fom day 110 days 6 and 21 by 25%
and 83%,respectivly. e ket o otalievono

nerease nbing ofevonorgestrel o o rormane g gebuln H0)

Bt o renced SHBG v hot are mGuted by e daly admiErauen of they!
fetee

Folowing a single dose, maximum serum concentrations of ethinyl estradiol of 62 + 21
pg/mL are reached at 1.5 + 0.5 hours. At steady state, attained from at least day 6
‘onwards, maximurm concentrations of ethinyl estradiol were 77 = 30 pg/mL and were
reached at 1.3 0.7 hours after the daly dose. The minimum serum kevels of ethinl
estradiol 5+5.1pg/m did not
increase from days 1 to 6, but did increase by 19% from days 1 to 21 (FIGURE I).
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TABLE | provides a summary of levonorgestrel and ethiny estradiol pharmacokinetic
parameters.

BLE I: MEAN (SD) PHARMACOKINETIC PARAMETERS OF
LEVONORGESTREL and ETHINYL ESTRADIOL TABLETS OVER A 21-DAY

Headers Levonorgestrel
Cmax  Tmax uC  CUF  VAF  SHBG
Day  ngimL
1 275(088) 16(09) 352(12.8)537 (20.8)2.66 (109) 57 (18]
6 452(179) 15(0.7) 46.0(18.8) 40.8(14.5) 2.05 (0.86) 81(25)
21 6000265 15(05) 68.3(325)284(10.3)143(0.62) 93 (40)
Unbound Levonorgestrel

pgimL h o pgrhuml  Unkg kg 3
1 512(129) 16(09) 654(201) 279(0.97) 1353 192(030)

6 77.9220) 15(0.7) 794(240) 224(059) 1124 180(0.24)

2 1036 15(05) 1177 (452)157 (0.49) 786 (20.7) 1.78 (0.19)
(369)
Ethinyl Estradiol
h 2 kg

1 620(205) 15(05) 653(227) 567 (204) 14337)

6 767(299) 13(0.7) 604(231) 610(196) 155(4.0)

21 823(332) 14(06) 776(308) 486 (179) 1244.1)
Distribution

serum s primarily to SHBG, about 97%.
bound to plasma abumin. Ethinyl estradiol does not bind to SHBG, but induces SHBG

Metabolism

rsin the
44-3-0x0 group and hydroxylation at positions 2a, 18, and 168, followed by
coniaaton, Most o tne metabolies that ccste n the bood ae suftes of 32 3
tetrahydro-levonorgestrel, whie excretion occurs predominantly i the for
curonies: Soma st the et vonor et oo creLimes o 175 outie. Hetabolc
learance rates may diferamong ndiiuals by severakfakd, and this may accoun

g users

Ethiny| estradiol: Cytochrome P450 enzymes (CYP3A4) i the iver are responsible for
& the mapr 2

e
further transformed by methyation and ghcuronilaton prir to urinaryand fc
o Coocnome 450 (PSR vy wiy o hehicuss ard can
ol rates of
ed in the urine and feces as glucuronide and suffate conjugates, and undergoes
enterohepatic circulation.

Excretion
“The elimination half-Ife for levonorgestrel is approximately 36 13 hours at steady.

tabolltes are primarly excreted in the urine (40% to
68%) and about 16% to 48% are excreted in feces. The elmination hal-ife of ethiny!
SPECIAL POPULATIONS

Race

Based on study with there are
no apparent differences in pharmacokinetic parameters among wornen of different
races.

Hepatic Insufficiency

No formal studies have evaluated the effect of hepatic disease o the disposition of
levonorgestrel and ethinyl estradiol. However, steroid hormones may be poorly
metabolzed in patients with impaired fver function.

Renal Insufficiency

No formal studies have evakuated the effect of renal disease on the disposiion of
levonorgestrel and ethinyl estradiol

Drug-Drug Interactions

See PRECAUTIONS Section-DRUG INTERACTIONS

INDICATIONS AND USAGE

Levonorgestrel and ethinyl estradiol tablets USP, 0.1 mg and 0.02 mg are indicated for
the prevention of pregnancy in women who elect to use oral contraceptives as a method
of contraception.

are highly e I ists
rates for users of combinaton oral contraceptives and other methods of contraception.
The effcacy of these contraceptive methods, except sterization, the UD, and
Norplant® System, depends upon the reiabiky with which they are used. Correct and
consistent use of Mmethods can resut in lower faire rates.

Table l: Parcantaga of Women Expariancing un Unintanded Pragrancy
During the First Year of Typical Use and the First Year of Perfect Use of
Comtraception and the Percentage Continuing Use at the End of the

Year. United State:

Headers% of Women % of Women
periencing an Continuing
Unintended Pregnancy ~ Use at One Year *

‘within the

First Year of Use
Method Typical Use ! Perfect Use
u» @ ) @
Chance® 85 85
Spermicides * 26 6 a0
Periodic abstinence 25 63
v 9
Ovulation Method 3
to-Thermal * 2
Post-Ovuiation 1
cap
Parous Women a0 2 a2
Nuliparous Women 20 9 56
Parous Women a0 20 a2
Nuliparous Women 20 o 56
Diaphragm 20 6 56
Withdrawal 19 4
Condom
Foms (Resky) 21 5 56
1 3 61
oy 5 7
Progestn only 0s
Combined 01
wp
Progesterone T 20 15 a
Copper T380A 08 06 78
20 01 01 81
Depo-Provera™ 03 03 70
Levonorgestrel Implants 005 0.05 88
(Norpiant®)
Female Sterlization 05 05 100

e
Gictive for use as postcotal emargency contracepton. Treatment ntated wihin 72



hours 5%

Contracepton 10
Source: Trussel ). Contraceptie effcacy. n: Hatcher RA, Trussel, StevartF, Cates W,
Stevar G Kowel D GUest . Conracete Technoioy: Severteeh Revsed Edion.
ok N Inington Publshers: 1995

method for one year
+ Amon ypical couples who nfate use ofa method (not necessarly for the frsttme), the
ot

Stop use for any other easar.
+

Hon:
5
1§ o ream. e, sogml suppas o, and vagnal .
gesalbodytemperature o s amssary phacer,
b Vikh spermicialcream of ly.
& Waour Spermeiaes.
in 1477 subjects haa

7,720 cycles of use and a total o 5 pregnancies were reported. This repres
et areamancy roe o 0.84 pr 100 waman-years. Tt fve ke pevents who dd
o ake the g correcty. One o more o were mised durig 1470 (18.6%) of the
7,870 cycles; thus all tablets were taken during 6,391 (81.2%) of the 7,870 cyckes. Of
re ool 770 i, ot of 130 eyl were enclget ror ehe ululton oF e
Pear ndex due t the use of backup contraception andior missing 3 of more
consecutive p

CONTRAINDICATIONS

n females who are
known to have or develop the following conditions:

Thrombophiebitis or thromboemboii disorders
A istory of deep-vein thrombophiebE o thromboembolc dsorders.
Cerebrovascular or coronary artery disease (current or past history)

Valvular heart disease with thrombogenic complications

Thrombogenic rhythm disorders

Heredtary or acquired thrombophias

Major surgery with prolonged immobilzation

Diabetes with vascular ivolvement

Headaches with focal neurological symptoms

Uncontrolied hypertension

Current diagnoss of, or history of, breast cancer, which may be hormonesensitive

Carcinoma of the endometrium or other known or suspected estrogen-dependent
neoplasia

Undiagnosed abnormal gental bleeding

Cholestatic jaundice of pregnancy or jaundice with prior piluse

Hepatic adenomas or carcinomas, or active iver disease Known or suspected pregnancy

to any of of

Avereceving Hepat
Ok dasaboe, ot o he porantl fr ALY Smvaions (208

WARNINGS, RISK OF LIVER ENZYME ELEVATIONS WITH CONCOMITANT

HEPATITIS C TREATMENT).

WARNINGS

Cigarette smoking increases the risk of s cardiovascuer side
eifocts from orakcontraceptive use. This risk mcreases with a

Wi haawy smoking (15 or more clgarettes per dsyh and is quie marked
I Women over 33 years of age. Wemen who use oral contraceptie:
should be strongly advised not to smoke.

e use of s of
condions including venous and arteral thrombotic and thromboemboik events (such
= myocrdal frcton hamooemboism, ond sroke), Mesae neoposi gl
isease, and hypertension, akhough the is of serious morbidiy or mortaity & very
smallin healhy ‘women without underlying risk factors. The risk of morbidity and
moraky crases sty 1 th resence of e undr g Tk Tctrssuh a5
Certan iherted VP esty.
Gbetes, and surgery or raura wh Aressel 1k of tromboss (see
CONTRAINDICATIONS).

practiioners prescrbingoral contrcepies o be fomir weh the folowng
information relting to these ri

contained i this studes carrieds
outn patients who used oral coniraceptves wkn higher doses o estrogen
rogestogens than those i common use today. The effect o long-ter use o the oral

Contracepives Wi kower doses of both estrogens and progestogens remans to b6
Getermined.
Toroughout i mbelng,apdemilogcalstudes epored e of o types:

Case contral
uaad oo s méseore of herebioe 1 o case, romely. o 13t of the ncidence
of 8 disease among orahcontraceptive users to that among nonuser. Th relative ik
< Conor
Stutio pfovide a mossure of akybutabl ik, which & he diference i the ncklence of

and nonusers. does.
provide formaton about the atual ocurtence of a dscase i the poputon For
further information, the reader is referred to a text on epidemiological methods
1. Thromboembolic Disorders and Other Vascular Problems
a. Myocardial Infarction
An increased risk of myocardial nfarction has been attributed to orak-contraceptive use.
This risk s primarlly in smokers or women with other underlying rik factors for
pertension, 3
and diabet has.
Deen cstmated to be two to ix. The risk & very low under the 306 of 30
moking in combination with orakcontraceptive use has been shown to contribute
substantlyto the ncidence of myocarda farcton n wormen  tek it thites or

2ssacited wii Cicuiatory dease have been shown to ncrease substanitaly i
‘smokers over the age of 35 and nonsmokers over the age of 40 (FIGURE ) among
women wha use oral contraceptives.

CIRCULATORY DISEASE MORTALITY RATES PER 100,000 WOMAN YEARS BY
AGE, SMOKING STATUS AND ORAL-CONTRACEPTIVE USE

1 RS U SR

mim e

TABLE II. (Adapted from P.M. Layde and V. Beral, Lancet, 1:541-546, 1981.)
Oral contraceptives may compound the effects of welHknown risk factors, such as
hypertension, diabetes, hyperlipidentias, age, and obesty. In particuar, some
progestogens are known to decrease HDL cholesterol and cause glucose intolerance,
have been

shown to increase blood pressure among users (see section 10 1t WARNINGS).
‘Simir effects on risk factors have been associated with an ncreased risk of heart
dsease. Oral contraceptives must be used with caution in wormen with cardiovascular
disease risk
b. Venous Thrombosis and Thromboembolism
i nreased i of venous hromboabol. and tromboti dsease assoised i
the useof 3 e found the
ekt Tl of vaers compared 5 pomusers i be 3 1 he ot epods o superfeal
venous thrombosss, 4 to 11 for deep-vein thrombosis or pumonary embolism, and 1.5
t0 6 for women with predisposing condiions for venous thromboembolc disease.
Cohort studies have shown the relative risk to be somewhat lower, about 3 for new
cases and bout 45 or new cazes requfing hosphalzatn. The spproxinate ncidence
of deep-ven thrombosis and puimonary embolism in users of low dose (<30 mcg ethinyl
estradioD comblnaton oal Contraceptives & up o 4 per 10,000 woman-years compared
£0.0:53 per 10,000 woman-years fo non-usors. However, the ncdence§ ess than
ot ssstad wih pregnani ( per 101 000 womanyears). The excess ik & ghest
during the st year  woman ever uses  combies ora Coniracepive. ven

may be fatal. The ri}
Contracepgs & hot Tlaied 2 engtn of ss ane o Suah dsappeas it pRuse s
stopped.

A two- to four-fold increase In relative risk of postoperative thromboembolic
complcations has been reported with the use of oral contraceptives. The reitive risk of
venous thrambosis n wamen wh have predisosing condons s wie that o woren
wEhout such siole, ould
a last fou weeks pror £ and fortwo wees afer kctive oraeny of e
ease n rs folowing
prolonged immobllzation, Shce the ted with
an ncreased sk of thromboembolsm, ral coniracepives Shoukbe started 1o arer
than four weeks after delvery in women who elect not to breast.feed or after
ter pregnancy termination

<. Cerebrovascular Diseases

to increase both

ofcerebrovasculr events (hrambo:and hemorrhagic strokes): akhough ngeneral

the rsk is greatest among oider (>35 years), hypertensive women who also sm

Hypertension was found o be a sk foctorfor bath users e manosers for bouk pes

of strokes, whie smoking interacted to increase the risk for hemorrhagic strokes.

In a large study, the relative risk of thrombotic strokes has been shown to range from 3
to 14 for users.

hemorrhagic stroke is reported to be 1.2 for nonsmokers who used oral contraceptives,

2.6 for smokers who did not use oral contraceptives, 7.6 for smokers who used oral

also increase the risk for stroke i women with other underlying risk factors such as

certain inherited or acquired thrombophilas. Wornen with mraine (particularly

migrane/headaches with focal neurokogical symptoms, see CONTRAINDICATIONS)

who take combination oral contraceptives may be at an ncreased risk of stroke.

d. Risk From

A postive association has been observed between the amount of estrogen and

progestogen i oral contraceptives and the risk of vascular disease. A decine in serum

high-densty lipoproteins (HDL) has been reported with many progestational agents. A
igh-density ipopr a5 been an increased

incidence of ischemic heart disease. Because estrogens ncrease HDL cholesterol, the

on of

estrogen and progestogen and the nature and absolute amount of progestogen sed in
the contraceptive. The amount of both hormones should be considered in the choice of
an oral contraceptive.

Minimizing exposure to estrogen and progestogen is in keeping with good principks of
therapeutics, For any particular estrogen/progestogen combination, the dosage regimen
prescribed should be one which contains the least amount of estrogen and progestogen
that is compatible with a low failue rate and the needs of the individual patient. New
acceptors th

content which & for

e. Persistence of Risk of Vascular Disease

There are two studies which have shown persistence of risk of vascular disease for
ever-users of aral Contracepives. In a iy i the Unfed Sates, th s of developing
myocardil infarction after discontinuing oral contraceptives persists for at keast 9 years
for women 40-49 years who had used oral contraceptives for five or more years, but
this Increased risk was not demonstrated i other age groups.

In another study in Great Britain, the risk of developing cerebrovascular disease
excess risk was very small. However, both studies were performed with oral
contraceptive formulations containing 50 mcg or higher of estrogens

2. Estimates of Mortality From Contraceptive Use

‘One study gathered data from a variety of sources which have estimated the mortalty.

with ‘of contraception TABLE )
These estimates include the combined risk of death assaciated with contraceptiv
methods pls th.rk atributable to preanancy n the event of method falure, Each

method of contraception has its specifc benefits and risks. The study conchuded that
With the exception of orak-contraceptive users 35 and okder who smoke and d

Wwho do not smoke, mortalty associated with all methods of birth control s les
than that associated with chidbirth. The observation of a possible increase i risk of
mortaity with age for orakcontraceptive users is based on data gathered n the 1970's-



o83, However the use of lower

estrogen mbined wi

o omen who 5 ot heve he ey rEK faciars £ i the Seing

Because of these changes in practice and, aso, because of some imited new data which

suggest tht th sk ofcardovascuar dcase wih the useof orl coniracepives oy
e Ferti

Commtee whe Aokt v v the e 1 1989, The Commitee conchuden hot

although cardiovascular disease risks may be increased with orak-contraceptive use after

250 40 n heathy nonsmokig wamen (sven wth th newerow-ose fr

hare o reearpotan ks sssactad ot preprncy s ok iran s
weh

womn 85 ot wavs SeLCes o ectse o actepeabe means of conracepaon.
Therefore, the C¢ of by
heakhy 9 over Of course, older

wormen, as should
dose formulation that s effective.

TABLE

DEATHS ASSOCIATED WITH CONTROL OF FERTILITY PER 100,000
NONSTERILE WOMEN, BY F
Acc

ANNUAL NUMBER OF BIRTH-RELATED OR METHOD-RELATED

ROING 10
Hoaders Mothod of 15-19 20-24 2529 30-34 35-39 40-44
control

ootcome

Nofertity.control 70 74 91 148 257 282
methods”
Oral contraceptives
nonsmokert 03 05 09 19 138 316
Oralcontraceptives
smoker! 22 34 66 135 s11 1172
1p! o8 08 10 10 14 14
o’ 1116 07 02 03 04
Dapagspericde’1s 12 12 13 22 28
Periodic abstinence’ 2.5 16 17 28 38
Kot o, oy, Frdy Pl Perspecias,15: 35,6, 1905
*Deaths are bt reied.
+ Deaths are method reated
3. Malignant Neoplasms.
Breast Cancer

3 1 females o curenty

have or have had brea:
{56 CONTRAINDICATIONS]. Epdemology Studes nave not found » consitent
‘association between use of combined oral contraceptives (COCs) and breast cancer

breast cancer among current or recent users (<6 months since last use) and current
users with of cOC

Cervical Cancer
‘Some studies suggest that oral contraceptive use has been associated with an ncrease
inthe ik o in some.

popultions of wormen. However, there continues to be controversy about the extent to
‘which such findings may be due to diferences in sexual behavor and other factors.

In spite of many studies of

not been
establshed.
. Hepati Neoplasa

ign sociated with h the
Peinte o these b mors & rare I the Unted states riect cokuitons hove
estimated the range of for users, a risk

Tt héseases fter Touror more yeors of use. RuptiRe 116, enh, hepote

‘adenomas may cause death through ntra-abdorminal hemorrhage.

‘Studies from Britan have shown an increased risk of developing hepatocelliar

carcoma n ong trm (-3 years)orlcontracepive users. However, these cancers
and idence) of ver

e T STk Contat e s apprasehe K tha e P Ml e

5. Risk O Liver Enzyme Elevations With Concomitant Hepnlls € Treatment

During clinical trias with the Hepatits C combination drug regimen t

ormerasvelpartapr et ionave Wit o winout dassbour, ST cevatons géarer than 5

tames the upper i o norml UL, inching some cases greater than 20 times the

frequent in we
mzd(awns Sich ae COCs. Discontinue \e«mnurges(re\ ‘and ethiny estradiol tablts prior
il

ooy tots con b rebiied approximately 2 weeks folowng compieton of
treatment with the combination rug regime

6. Ocular Lesions.

socated wi the use of

v contracaptet hat oy ka1 ol o Compete o6 o1 velon

contraceptives should be discontinued f there s unexplained partial or (nmvm loss of

vision; onset of proptosis or diplopia; papiledem; or retinal vascular

Approprise disgnostc snd thrapeut messures shou be undertaken Fmedatey.

7. Orak-Contraceptive Use Before Or During Early Pregnancy

Extensive epidemologicalstudies have revealed no increased risk of birth defects in

infants born to women who have used oral contraceptives prio to pregnancy. Studies

lsodo o suggest s eraogenic ffect parcarly nsofa s cadac anomaes and
pregnancy

(see CONTRAINDICATIONS section).
of hould not be
Should not pregnancy

sed as a preg
to treat threatened or habitual abortion.
It recommended that for any patient who has missed two consecutive periods,

e ruled out. It not adhered to
Schedule, the possibity of pregnancy should be considered at the time of the first
missed period. Orakcontraceptive use should be discontinued f pregnancy is confirmed.
8. Gallbladder Disease
Combination oral contraceptives may worsen existing galbladder disease and may.
accelerate the development of this dsease in previously asymptomatic woren. Earlir
Studies have reported an increased ifetime relative risk of galbiadder surgery in users of
oral contraceptives and estrogens. More recent studies, however, have shown that the
reltive risk of may be
inina T recent (s of meil ek may e el o th use of ora:

ows of

progestogens
9. Carbohydrate And Lipid Metabolic Effects

a significant
percantage ofusers. Oral contaceptives contaning areate than 73 mco o carogens
cause hyperinsulnism, while bwer doses of estrogen cause less glicose ntolerance.
Progestogens increase insuin secretion and create insuiin resistance, this effect varying

However, in . oral
contraceptives appear to have no effect on fasting blood glucose. Because of these.
demonstated effcts, predabetc and dabetc women shou be caefuly abserved
whie taking oral mmmm

ertrighce n the pil
A Gl Ao e (300 WARMINGS, 15 ot 1. FRECUTIONS, 33, héoes i farum
trigycerides and Ipoprotei levels have been reported In oral-contraceptive users.
10. Elevated Blood Pressure
An increase in blood pressure has been reported in women taking oral contraceptives
and this increase is more ikely n older oralcontraceptive users and with continued use.

have shown that the incidence of hypertension increases with increasing quantites of

progestogens

Waomen with a history of hypertension or hypertension-related diseases, or renal

disease should be encouraged to use another method of contraception. If women with
they

d pressure occurs,

dscontinued (see coumwmomons sacton. For st o, dlsted bood
o 9 and there i no.

Giference i the occurrence of hypertension among ever. and never-users

11. Headac!

onset or exacerbation of migraine or development of headache wih a new pattern
that s recurrent, persistent, or severe requires discontuation of oral contraceptives

12. Bleeding Irregularities

Bresktraugn besdig and spotgare sometines encourteredn patents on o1l
three months of use.

progestogen may be mportant. If bleeding persists or recurs, nonhormonal causes

o Breanaey b s vt of Evesairougn Dl b chbe f vy Bl

/aginal bleeding. If pathology has been excluded, time or a change to another
Totmulation may Sowe he problem. I the eventof amenarthea, pregnancy shoud be
ruled out.

encounter (possily with
anovulation), especialy when such a condiion was preexistent,

13. Ectopic Pregnancy
Ectopic as wellas oceur

PRECAUTIONS.

1. General

Patients should b

transmson ofHIV (WD) and tner sexalyransted dstases (5T08)uch a3

chiamydia, genital herpes, genttalwarts, gonorrhea, hepatits B, and syphis.

2. n.y-.m Examination And Follow-Up

A periodic personal and famiy medical istory and complete physical examination are

appropriat or i women, ncludng women using oral coniraceptves. The prysical
minatir of [

m o odged spropriae by the chncen,Th sk
earmnaton Shouk ke SPeCa e onca 1o ogd peSsure reass,abdoren, and
i organs. nchdng cerial ylooay, an reevant aboraory ess. i case o
Undiagnosed, persistent,
measures shoud be corducted to rule out malgnancy. Women wih a strong famiy.
of breast cancer or who have breast noduies Should be moritored wih
partiular care.
3 Lo Daorsars
Wwho are being treated for hyperlipidemias shoukd be folowed closely f they elect
10152 orlconracepthes. Same progestogens may dvets LDL eves and oy enaer
the control o hyperlpidemias more difcut. (See WARNINGS, 1a, 1d., and 8.)
wihie taking oral
Contraceptives. Nonhormonal contraception should be considered in women wih
Uncantroled ayskpermas. Persstont mpertceridema may occu n a smal
! combnatn ool convacepive Usrs. Eeatans of pisma ighcerdes
o pancreatis and other complcation:
4. Liver Function

1f jaundice develops in any woman receving such drugs, the medication should be
dBcontinued. Sterod hormones may b pocrly metabolzed n patients wih mpaed
ver fun

5. Fluid Retention

They should be

prescribed with caution, and only with careful monioring, in patients with conditions

which might be aggravated by fid retention.

6. Emotional Disorders.

Fatits becoming sifcanty depressed whle taking orlconraceptives stoud sto
use ar of contraception termine

whether th symptom & Grug reted. Women wi a nstory of depression s be

[3 a serious degree.

7. Contact Lenses

Contact lens wearers. or changes in lens
be assessed by an ophthalmologst.

8. Gastrointestinal

vomiting may in decreased serum
concentrations.
s. Drug Interactions
Chang i i Associated With inistration Of
ther products
c may be reduced are

tcs, and other drugs

tabosm of contraceptive steroids. This could result in unintended pregnancy or

bresinvough besing Exampes nce fampe, rlbut,barburates,prinkione,
febamat

Eopramate, arbebuin, and modatmil In such cases a back up nonhormona meinbd of

bith control should be considered.

Several cases of breakthrough bieeding n
ihe lferaure e concomiant adminstrton of aniboccs such s ampicn ond fner
ins, and tetracycines. However, cinical pharmacology studies nvestigating drug

eractons betwean combied oral contraceptives and these antbites have reported
inconsistent resuls.

Several of the anttHIV have been studied with




{increase ang decrease)
in the plasma levels of the estrogen and progestin have been noted n some ca
Safy n icacy of ors contscepte prosacts Ty be aHEcted wih coatmbi ot
of ankrHIV protesse hbors. Heathcare provders shouk efer o the belof he

for further drug-d

Herbal products containing St. John's Wort (Hypericum perforatum) may induce hepatic
enzymes (cytochrome P450) and p-glycoprotei transporter and may reduce the
effectiveness of contraceptive steroids. This may akso resul n breakthrough bleeding.
Concomitant Use with HCV Combination Therapy - Liver Enzyme Elevation
Do  with HCV drug
combinations containing with o , due
0 potentilor ALT clesatons (sce WARNINGS, RISK OF LIVER ENZYME

WITH CONCOMITANT HEPATITIS C TREATMENT).
Increase In Plasma Levels Associated With Co-Administered Drugs:
c

of
UC values for opr 20%. Ascorbic acid
act

sufation of 2

Khown paiiway of elminaton for etninyi estradiol. CYP 3ad IbEors such s ndnar

brsconszle. ktsconmzn, fucanazo e rolsrormc ey bcremse
anepate estass

Changes in Plasma Levels of Co-Administered Drugs:
‘Combination hormonal contraceptives containing some synthetic estrogens (eg, ethiny!
estradi) may inhik the metabolism of other compounds. Increased plasma

of cyclosporin, other and theopryine
Rave beon reported with concomtant sdminatraton of afal contracepines. Dec
of and ‘temazep:

saylc aci, morphine,and cofiic oc, Gl to nducton of conugatn (pem:uLaW
glucuronidation), have been noted when these drugs were administered with oral
contraceptives.

nformation of to ientify
potential nteractions.
10. Interactions With Laboratory Tests

rtain endocrine- and iver-function tests and blood components may be affected by
oral contraceptives:
3. Increased prothrombin and factors VI, VIl IX, and X; decreased antithrombin 3;
increased norepinephrine-induced platelet aggregabitty.
b.Increased (T8G) leading to total thyroid
h asured by protein-bound odine (PBI), Ts by column or by
rackimranameay Free T resinuptake s decress reflctng the cvated T8G; fre
Ty concentration & unatered.

c_Cther bvdng protens may be svatednserum e, cotosterod g gouin
(CBG), sex hormone-binding qhbuhns (SHBG) leading o Increased eves of

bt commomeros sad 2o sttars aspectuey. Fres o bokgkoh see
Rormane Concentrations are unchanged.

. Tycerdes may be ncreased and el of arous other s and poprotens may
be affect

& Glucose tolerance may be decreased.

. may “This may be of
2 woman becomes

Contraceptives.
11. Carcinogenesis

‘See WARNINGS section,

12. Pregnancy

‘See CONTRAINDICATIONS and WARNINGS sections
13. Nursing Mothers

andjor metaboites
the mik of nursing mothers, and a few adverse effects on the chid have been Teported,
incding In additon, combination

gien lactation by quantty

S qualty of breast mil 1f possile, e nursing mather should be adveed not 0 use
mbination oral contraceptives but to use other forms of contraception unti she has

completely weaned her chid.

14. Pediatric Use

satety and efcacy of
somen of ety and efficac

Posipuralbegescents undar i ool o 16 and or vears 16 years and older. Use of

15. Geriatric Use.
Levonorgestrel and ethinyl estradiol tablet has not been studied in wormen over 65 years.
of age and is not indicated in this popuiat

16. Information For The Patient

See Patient Labeing Printed Below.

ADVERSE REACTIONS
Post Marketing Experience
Five studies that compared breast cancer risk between ever-users (current or past use)
f COCs and never-users of COCS reported no association betw
and breast cancer risk, with effect estimates ranging from 0.80 - 1.12 (Figure 1)
reast cancer risk or recent COC users (<6

bt S et ey and e veers of COCH (e 1) Ona of s st

ed no association between breast cancer risk and COC use. The other two studies
found an increased relative risk of 1.19 - 1.33 with current or recent use. Both of these.

Wikt relative risks ranging from 1.03 with less than one year of COC use to
approximately 1.4 with more than 8-10 years of COC

Figure 1: Risk of Breast Cancer with Combined Oral Contraceptive Use

RR e isk; OR = 0dds ratio; HR = hazard ratio. "ever COC" are females with

Cirensor post o0 v nv COC v are e ek neve voed COLs

An increased risk for
has ted with the use of

Thromboembolic and thrombotic disorders and other vascular problems (including
thrombophiebits and venous thrombosis with or without pulmanary embosm,

hemorrhage, carcinoma of and breasts,

hepatic neoplasia (including hepatic adenomas or benign ver tumors), ocuar lesions

{nchiog recnalvasculr hrombosks). galldde discase, carolycrats and I
‘levated blood pressure, and headache including

The folowng adverse reactons have been reportad i patients recebi ora
Conracepives and are bokove o he arug romted (aphabenkaly Ited:

Acne
Amenorrhea

‘Anaphyiactic/anaphylactod reactions, including urticaria, angioedema, and severe
reactions wikh respiratory and circulatory symptoms

Breast changes: tenderness, pan, enlargement, secretion
Budd-Chiari syndrome

Cervical erosion and secretion, change in

Cholestatic jaundice

Chorea, exacerbation of

Coltis

Contact kenses, intoerance to

Corneal curvature (steepening), change in

Dizziness

Edemalfiud retention

Erythema mukiforme

Erythema nodosum

Gastrontestinal symptoms (such as abdominal pain, cramps, and bloating) Hirsutism
Infertity after discontinuation of treatment, temporary
Lactation, diminution n, when given immediately postpartum
Libido, change in

Meiasmajchloasma which may persist Menstrual flow, change in
Mood changes, including depression

Nausea

Nervousness

Pancreatiis

Porphyria, exacerbation of

Rash (alergic)

Scalp hai, loss of

‘Serum folate levels, decrease in

Spotting

‘Systemic lupus erythematosus, exacerbation of

Unscheduled bieeding

Vaginits, including candidiasis

Varicose vens, aggravation of

Vomiting Weight or appetie (increase or decrease), change in
The following adverse reactions have been reported i users of oral contraceptives:
Cataracts

Cystis-ike syndrome

Dysmenorrhea

Hemolytic uremic syndrome

Hemorrhagic eruption

Optic neurits, which may lead to partialor complete s of vision
Premenstrual syndrome

Renal function, impaired

OVERDOSAGE
‘Symptoms of oral contraceptive overdosage in aduts and chidren may include nausea,
Vomting, and drows nessfatigue: withdrawal bleeding may occur i females. There s no

Specic antidote and further Geatment of overdose, I necessary. & drected o the
symptoms.

Noncontraceptive Health Benefits

e folowing rancortraceptive heah bensfts reated o the use o oal contracepties
are suppo ized

Torndbions contaning doses cxceeding 0,035 m o ki oo o .08 g of
mestranol.

Effects on menses
Increased menstrual cycle regubrity

Decreased blood loss and decreased incidence of Fon-deficincy anemia
Decreased incidence of dysmenorrhea

Effects related to inhibiton of ovuiation:

Decreased incidence of functional ovarian cysts

Decreased incidence of ectopic pregnancies

Effects from long-term use:

ed incidence of fibroadenomas and fibrocystic disease of the breast Decreased
incidence of acute pelic inflammatory disease

Decreased incidence of endometrial cancer
Decreased incidence of ovarian cancer



DOSAGE AND ADMINISTRATION

tablets must be taken exactly as directed and at ntervals not exceeding 24 hours.

The dosage of s for 21
folowed by for 7 X

according to the prescribed schedule

It recommended that
time each day.

During The First Cycle Of Use
“The possiiity of ovuiation and conception prio to intiation of medication should be
conskere, Th patent shouk bensiructed o begintaking evonorgesreand thiny

after the onset of menstruation (Sunday
Startor on Day 1 of menstruaton (Day 3 Sart)

Sunday sta
The patient is instructed to begn taking levonorgestrel and ethinyl estradio tablets on
the first Sunday after the onset of menstruation. If menstruation begins on a Sunday,
i taken that day. be taken daly for 21
b

, folow for seven
Withdrawalbieeding shoukd usus occur whi three day folowng dscontiuatin of
winke tabets and may nt have fnshed beforethenext pack s stared. Durng th frst

o not be
Tobis unti a whi toblt has been faken oy for 7 consecute days,
o ormonal backup methor of brth controlshouki e used during those 7 days.

Day 1 start:
During the first cycle of medication, the patient s instructed to begin taki
Jevonorgestrel and ethinyl estradiol tablets during the first 24 hours of her period (day

may not have finhed mme the next pack & starte.If medcaton s begun on dy one
of

o storied aer

postpartum,

unti after the frsi
emmoranal back GG o1 b comtrel ShoVE be GS6d durig those 7 days.
After the first cycle of use

The patint begn hernext and ofsubseauent courses of tblts on the dayafer

taking her She 1 days on
hRS e Tlowed by 7 Gays omorange tabets. i any cyce the patent stars
tablets later than the proper day, she shouid protect hersel aganst pregnancy by using
of taken

for 7 consecutive days.

9 method of
When the patient i switching from a 21-day regimen of tablets, she should wait 7 days
after her last tablet Shewl
at w no

d ek
more than 7 days pass after her previous 21-day regimen. When the patient s switching
roma 28 deyragianof takts, s should sart b 3t peck o evonorgeste and

on the She should
piland shoud

begn evonorgestrland evey| es(radm\ lab\els the next day. If Swiching from an
implant or
antne oy of mpant removal ot sing n ectio, he oy ine next necton would
be due. In il injection, or impl

iised to use a ethod of b 7 days of
tablet-taking.

If spotting or breakthrough bleeding occurs
If spotting or breakthrough bleeding occur, the patient is instructed to continue on the.
same regimen. This type of bleeding is usually transient and without significance;
however, f the bleeding is persistent or prolanged, the patient is advised o consult her
physician

Risk of pregnancy if tablets are missed

Whie there & i only one o

missed, the possibity of ovulation increases wih each successive day that scheduled
ke tabetsare misse, Athough th occurrence of pregnancy s kel

0 directions, if
does not accur, rcananty i
the prescrbed more bkt or
19 them on a day lter have), pregnancy
should be consids the time of

messrestaken f the paen e adered to the prescr\bed e e

consecutive periods, pregnancy should be ru

The risk of pregnancy increases with each active (white) tablet missed. For additional

patient nstructions regarding missed tablets, see the WHAT TO DO IF YOU MISS.
PILLS section in the DETAILED PATIENT LABELING below.

Use after pregnancy, abortion or miscarriage

Levonorgestrel and ethinyl estradiol tablets may be nfiated no earfer than day 28

postpartum in the noniactating mother or aiter a second trimester aborton due to the

increased risk for thromboembolism (see CONTRAINDICATIONS, WARNINGS, and

use 3 non-hormonal back-up method for the first 7 days of tablet taking.
Levonorgestrel and ethinyl estradiol tablets may be intiated immediately after a frst
trimester abortion or miscarriage. If the patient starts levonorgestrel and ethiny!
estradol tablets immediately, back-up contraception is not nee

HOW SUPPLIED
Levonorgestreland ethinylstradiol tabets USP, 0.1 mg0.02 g are avalabe n 3

bisters, each containing 28 tabiets a:
Each bister contains 21 white to off white round bevel edged tablets each containing 0.1
mg levonorgestrel and 0,02 mg ethinyl estradiol, debossed with "LU" on one side and
"T21" on the other side and 7 orange round bevel edged Inert tablets debossed with
on one side and "T22" on the other side.
They are suppied as folows:

el and ethinyl estradiol tablets USP, 0.1 mg/0.02 mg are avaiable in a bister
DC 68160.854.71) of 28 talt,such 3 bisters e packe i carion (NDC 65180

73)

store 8t 25° € (77 excursions pemited o 15°- 30° € (59" 86" F) 500 Us?
Controlled Room Temperature]

g
LUPIN and the %g® are registered trademarks of Lupin Pharmaceuticals, Inc.

Distributed by:
Lupin Pharmaceuticals, Inc.
Naples, FL 34108

United States

Manufactured by

Lupin Limited

PRhampur (M.P.) - 454 775
INDIA

Revised: December 2024

BRIEF SUMMARY PATIENT PACKAGE INSERT
Levonorgestrel and Ethinyl Estradiol Tablets USP, 0.1 mg/0.02 mg

This product (Be alloral ontracsptives) i Intended to prevent pregnancy.
HIV (AIDS) and

er sovashy transmited Gioasses (5TDS) such = (hhmydn, genital

herpes, genital warts, gonorrhea, hepatitis B,

Oral contraceptives, also known as "birth-control pik” or “the pm aretaken o prevent

Bregrancy, and whén aken correcty,have 3 falre rate of pproxately 1.0% peryear

(3 pregnancy per 100 woren per yar of use) when used wkhout missng any pis. The

& et ear

rcsnancin per 150 arsen bt et of wse o o who e e .

For most women oral contraceptives are also free of serious or npleasant sie effects.

However, forgetting to take pils considerably increases the chances of pregnancy.

For the maorty of women,
en whis are o Pigh risk of developing Certal serbus iseases thatcan b M-

Ehrcatening or may cause temporary o permanent dSaky of e The

e

smoke.
have high blood pressure, diabetes, high cholesterol, or a tendency to form blood
clots

have or have had dottng dorders, heat atack, stroke, angina pectors, cance of
the bresst o sex organs, aundice, Makynan o benin wer tumors., o mapr
surgery with prolonged immol

s R elr Syotoms

You should you suspect you g
bleeding

Aahoush cardomscuer dstase s ey b Pcraased tharlconracaptauee
after age 40 in heal here are akso g
ZSsociated whh pregnancy i oker women,

Cigarette smoking ncreases the risk of serious adverse effocts on the
heart and blood vessels from oril»(un(ri(lvlm use.

i g 2wt Basvy smkiny (15 oF raore charebtes por duy] and &
ite marked in women over 35 Years of age. Women who use ofal
contraceptives should not smok

are nauses,
vomiting, blsedmg belween menstrual ercds, weght gan, et tenderness, and

ey Subsise wih the frs three menthe of ke
The serius sideefecs o the il occur very frequenty, specialy i you are 1 good
heath wever, you shouki
Conditions have boen assocoted wih of made woree by the bk

Blood clots n the legs (thrombophiebitis) and kungs (pulmonary embolism),
Hlockage o TuptTs of 3 Hoad VESSEih thebra (o oke: Hockags ofHood vesses
the heart (heart attack and angina pector) or other organs of the body. As mention
above, smoking increases the risk of heart attacks and strokes and subsequent serious
medical consequences. Women with migraine also may be at increased risk of stroke.
with piluse.

1 umors, wnih nay rupture and cause severe ieding. A possi buk nok
et assaciton hse becn ound i e il and v concer. ow

e axranas Tae, Toe Chance of doveoping ir Cancer o usi e P chus v
rarer.

High blood pressure, akhough blood pressure usualy returns to normal when
Thepis Stapped
e symptoms associted wih these serus st ffectsaredscussed b the detaed
leaflet given to you With your supply of pils. Notify your heakh-care provider i you
ntice any unususl physicl gstrbances whiaking hepil In ddfien, drugs such as
rampn, as wellas
Contaning St John's Wort {Hypercum perforatum).and HIVIAIDS drugs may decresse
orakcontraceptive effecti
ht increases in the risk of breast cancer among current users of

hormonal birth control pils with longer duration of use of 8 years or more.
‘Some studies have found an increase 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.

akin
painful menstruation, less mensirual blood loss and anemia, fewer pelic infections, and
fewer cancers of the ovary and the ining of the uterus.

your
Your hesktcare providr wiltake  medcal andfamly itory beforeprescriong oal
a may
another tme f you request & and theheakicare proviler bekeves tnet £ & approprite
& You should be reexamined at east once a year whie taking oral
Contraceptives. The detaled patient information ekt ges you further Hformation
which you shouid read and discuss wih your health-care provide

HOW TO TAKE LEVONORGESTREL AND ETHINYL ESTRADIOL TABLETS
IMPORTANT POINTS TO REMEMBER.

BEFORE YOU START TAKING LEVONORGESTREL AND ETHINYL ESTRADIOL TABLETS:
1. BE SURE TO READ THESE DIRECTIONS:

Before you start taking levonargestrel and ethinyl estradiol tablets.

And

Anyz\ma You are not sure what to do.

THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT THE
e Tive

1f you miss pils you could get pregnant. This includes starting the pack late. The more.




85 you miss, the more ikely you are to get pregnant. See WHAT TO DO IF YOU MIsS
PILLS" below.
3 NY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK TO.
THEIR STOMACH DURING THE FIRST 1-3 PACKS OF PILLS.
1f you feel sck to your stomach, do not stop taking levonorgestrel and ethiny estradiol

tablets. The problem wil usually go away. If t doesnt go away, check with your heath-
Care provker

MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even when
o ke up shese s .
O the daysyou take 2 i o make up for misse pl, you Couk o fel Kt ick to
your stor
U HAVE VOMITING (within 4 hours after you take your pill, you should

Tolow the msructins for WHAT T0 50 IF YOU MISS PILLS F 100 HAVE DIARRHEA or
IF YOU TAKE SOME MEDICINES, including some antbiotcs, your pils may not work a
el

Usea (such as condoms or You check

WEh your health-care provider.

6. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL, tak to your heakh-care

provider about how to make pik-taking easier or about using another method of bith
trol,

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN THIS.
LEAFLET, call your heatth-care provider.

BEFORE YOU START TAKING LEVONORGESTREL AND ETHINYL ESTRADIOL
TABLETS

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. It s important to take it
at about the same time every day.

2. LOOK AT YOUR PILL PACK.

el ack hs 21 "acther whkepls (uth ormones) o take for 3 wesk, foowed by
1 week of reminder orange pils (wEthout hormones)

3. FIND:
1. where on the pack to start taking pis, and
2.in what order to take the pils (folow the arrow).

25,000,000
OQ,uO ),0,08
§QO‘ ,0,0,0,0%
i0,0,0,0,0,0,0°

4. BE SURE YOU HAVE READY AT ALL TIMES:

ANOTHER KIND OF BIRTH CONTROL (such as condoms o spermicide) to use as a back-
up in case you miss pis

AN EXTRA, FULL PILL PACK.

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

WHEN TO START THE FIRST PACK OF PILLS

You have a choice of which day to start taking your frst pack of pils.

Deckiewkth your heakicareproveer which s the bet day fo you. Pcka e of day
which wil msy

DAY 1 STAY

3 Tke e et actver

hite pil of the first pack during the first 24 hours of your

per

2. Yo e to use  ackup nonhormanal method o bth cantrol since you
e Sarting W it e s of oo

SUNDAY START

1. Take the first "active” white pil of the first pack on the Sunday after your period

Starts, even ff you are stil bieeding. If your period begins on Sunday, start the pack

that same da

2. Use a nonhormonal method o beth contral (such s condoms o spermicde)as
back-up method f you have sex anytime from the Sunday you start your frst pack
Crekhe nest Sundey 7 oy

WHAT TO DO DURING THE MONTH
1 Take one pill at the same time every day unti the pack s empty.

Do,notskp plls even ¥ you e spoting or ieeding between monthl periods or fee
sick to your stomach (nausea).

Do not skip pils even if you do not have sex very often.
2 When you finish a pack

Start the next pack on the day after your kst
between packs.

reminder" pil. Do not wait any days.

IF YOU SWITCH FROM ANOTHER BRAND OF COMBINATION PILLS.

I your prevousbrand had 2L gl Wt ey to start akingvororgestrl o ety
e that

fmorethan? days pecs bateeen e 21.dey Back and 180 thefist o
levonorgestrel and ethiny! estradiol tablets (‘active* with horm

% 28 pits: 9 ethinyl
estradiol tablets ("active with hormone) on the day after your last reminder pil. Do not
wait any days between packs
WHAT TO DO IF YOU MISS PILLS
Levonorgestrel and ethinyl estradiol tablets may not be s effective If you
s i o oy o it et fow o 1 s fo Wb e ol
apack.

If you MISS 1 white “active” pil:
% as s00n as you remember. Take the next pil at your regular time. This means.

you may take 2 pils in 1 day.

You COULD BECOME PREGNANT If you have sex i the 7 days after you restart your
pi. You MUST use a nonhormonal birth-control method (such as condoms or
Spermicide) as a back-up for those 7 days.

100 MISS 2 whie "ot pls b o 1 WEEK 1 OR WEEK 2 of your pack

1. Take 2 pils on the day member and 2 pils the next day.
2. Then take 1 pma day AmlH ynu fmen the pock
5. You COULD B You have sex inthe 7 days ater you estat your

i Sou MUST sok  nonormonalBrih-conrelmethed (soeh a5 condoms o
spermicide) as a back-up for those 7 days.

If you MISS 2 whte “active” pils n a row in THE 3rd WEEK:

1 If you are a Day 1 Starter:

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

If you are a Sunday Starter:

Keep taking 1 pil every day unti Sunday.

On Sunday, THROW OUT the rest o the pack and starta new pack of pls that same
ay.

2 You may not have your period this month but this s expected

miss your period 2 months in a row, cal your heath-care provider
because you might be pregnat

You COULD BECOME PREGNANT if you have sex i the 7 days after you restart
Your pils. You MUST use a nonhormonal birth-control method (such as candoms or
Spermicide) as a back-up for those 7 days.

If you MISS 3 OR MORE white
1.1f you are a Day 1 Starter:

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

If you are a Sunday Starter:

Keep taking 1 pil every day unti Sunday.

On Sunday, THROW OUT the rest o the pack and starta new pack of pls that same
ay.

ctive” pils in a row (during the first 3 weeks).

2 You may not have your period this month but this s expected.
s your period 2 months i arow, calyour heskh-are provider
because o0 might be preg
You COULD BECOME PREGNANT if you have sex i the 7 days after you restart
Sour i,
You MUST use a nonhormonal bisth-control method (such as condoms or spermicide) as
a back-up for those 7 days.

der pills in Week 4:
THROW AWAY the pis you missed.
Keep taking 1 pil each day unti the pack is empty.

if you start your next
pack on time.

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

Use a BACK-UP NONHORMONAL BIRTH.CONTROL METHOD anytime you have sex.
KEEP TAKING ONE PILL EACH DAY until you can reach your heakth-care provider.

BIRTH CONTROL AFTER STOPPING THE PILL

1f you do not wish to become pregnant after stopping the pil, speak to your health-care
provider about another method of birth control.

DETAILED PATIENT LABELING

Thia product (Be f oral contraceptives] i tended to prevant pregaancy.

do ot protec f HIV (AIDS) and
giher sexuady tranambted dsesses (ST0s) such e chhmydh, genital
ital warts, gonorrhea, hepatitis B, and sy}

‘Any woman who considers using oral contraceptives (the "birth-control pi”or “the pi°)
Should understand the benefits and risks of using this form of bith control. T
il give you much of the information you wil need to make this decision and wil akso
help you determine if you are a risk of developing any of the serious skie effects of the
P It wil tel you how to use the pil properly 5o that & wil be as effective a5 possible.
ths leafiet i not a repl
heakh-care provider. You should discuss the nformation provded n this keaflet with him
or her, both when you first start taking the pil and during your revists. You should akso
folow your health-care provider's advice wih regard to regular check-ups whike you are

8
5
g

EFFECTIVENESS OF ORAL CONTRACEPTIVES

or * or "the pil,* are used to
and are more effective than most other nonsurgical methods of bith control. When
Ehey are taken carrety, wkhout mssing any ps, the chance of becoming pr

ates are approximately 5% per year (5 pregnancies per 100 women per year of use)

ihen women who s pisare nchded. Te chance of becoming pregnant ncreases
Wit each missed pil during each 28-day cycle

In comparisan,averagefalure ratesforather methods ofbith control durkg the st
year of use are as folows

w: 0.1.2% Female condom aone: 21%
Depo-Proverat” (njectable progestogen): 0. Cenvicalcap
Norgimt System Gevanetgesid mponts: 0.05% v ghen b 20%
Diaphragm with spermiciies: 20% Given birth: 40%
permicides abne: Perodic abstience: 25%
Male condom alone: 14% No methods: 85%

WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES

Cigarette smoking increases the risk of serious adverse effects on the heart and blood vessels from oral-contraceptive use. This risk increases with a

and with the amount of smoking (15 or more cigarettes per day has been associated with a significantly increased risk) and s quite marked in women over 35 years of age. Women who use oral contraceptives should not smoke.

wormen should not use the pill. For example, you should not take the pil f you
have any of the folowing conditions:

History of heart attack or stroke.
Blod cots b helegs (rombophiebie): ngs (pumonary embalsm), o eyes.

tory of blood clts in the deep veins of
Cheslpa-\ (angna pectore)
bresst cncerorcancer ofth g of the tars, cevior
Vogha or ceram et -sensitive cancer
rianasvagh g, ua s gmass & resched by your heakh.care
provider)

« [Rer tomor (beian or cancerous)or active ver dsease



+ Take any epatt C drug combinaton contaning ombtasy¥ parkapreue/onave,
jthout dasabuvi. This may increase levels of the fver enzyme "alanine.

blood
of the eyes or of the skin (aundice) during pregnancy or
g s use of the p

ES

H
i
i

Heart valve or heart rhythm disorders that may be associated with formation of
blood clots
Diabetes affecting your circultior
Headaches with neurological Sympmms
Uncontrolled high blood pres:

lergy ot of ethiny!
estradol tablets

>

Tehyour heakicare provider i you have had any of these condiios. You heak-care
provider can recommend another method of birth control
OTHER CONSIDERATIONS BEFORE TAKING ORAL CONTRACEPTIVES
Tell your health-care provider i you or any famiy member has ever had:
« Breast nodules, fbrocystic disease of the breast, an abnormal breast X-ray or

Dibetes.

Elevated chokesterol or triglycerides.

High blood pressure.

Atendency to form blood clots.

Wiran o other hesdaches orepcpsy.
essio

Calbloddn ver, hart or kidney dea
 Fistory of scanty or ¥requiar menstrual periods

Women wihany ofthesecondiionsshouk bechecked aften by the helf cre
provider i Ao, be sure t
care provider f you smoke or are on any medications.
Aanouoh crdousscue dsase ey e st orlconracepteuse

n over 40 (even with the newer low-dose formulations).
There are 8 greatef potentl heath ks associated weh pregnancy i okler wormer
RISKS OF TAKING ORAL CONTRACEPTIVES
1. Risks Of Developing Blood Clots
Blood clots and blockage of blood vessels are the most serious side effects of taking
oral contraceptives and can cause death or serious disabity. In particular, a clot in the
legs can and a o the lungs
blocking of the vessel carrying blood to the kings. Rarely, clots occur in the blood
vessels of the eye and may cause bindness, double vision, or impairg
sers of combiation oralconraccpives have  hiher ik o devdloping bod cots
compared to 5. This risk i highest during the first year of combination orak-
Contraceptive us
1f you take oral contraceptives and need elective surgery, need to stay in bed for a
prolonged finess or njury, or have recently defvered a baby, you may be at risk of
eveloping blood clots. You should consult your health-care provider about stopping oral
contraceptives three to four weeks before surgery and not taking oral contraceptives
for two weeks after surgery or during bed rest. You should also not take oral

breast-feeding. If you are breast-feeding, you shoud wai unti you have weaned your
chid before using the il (See o th secton Whiebrest-feeding n GENERAL

PRECAUTIONS.)

Therkof iod cts s areternusers of combinaton oral contraceptves compared

oralcontracepies. T risk of abnormalbood clttng ncreases wkh age i bath use
s of comstionorl coraceties, b the eressed ok o e ora
Coniraceptve appears to be present o ol
The excess risk of biood cots is hghestdurmg the st year a woman evr uses 2
combined oral contraceptive. This increased risk & lower than blood clots associated
ok preanancy. e use of caminaton rd contraceptes skt neresses e ok of
other clotting disorders, including heart attack and stroke. Blood clots i vens cause
death in 1% to 2% of cases. The risk of clotting s further increased in women with other
conditions. Examples nclude: smoking, high blood pressure, abnorma Ipid evels,
certain nherted or acquied cttng dorders, obesty, surgeryor kY. recen doivery
d trimester abortion, prolonged inactity or bedrest. If possible, combinato
ura\  contraceptives shoul bestopped beforesurgery and drig proonged nacivey or

Cgaratasiokdg cresses the hiof sros cardorscilar vt T ek
fcresses wih ageand amount of ok and = i pronounced  woren over 35
Women who

smoke, I you smoke you should tak (o your heath care oreressim velore toking
combination oral contraceptiv

2. Heart Attacks And Strokes

may

attacks (blockage or rupture of blood vessels i the brai) and angina pectors and heart

attacks (bockage of biood vesses in the heart). Any of these conditions can cause.

death or serious disabilty.

‘Smoking greatly increases the possibilty of suffering heart attacks and strokes.

Furthermore, smoking and the use of oral contraceptives greatly ncrease the chances

of developing and dying of heart disease.

Women

take oral contraceptives akso may be at higher risk of stroke and must not use.

‘combination oral contraceptives (see section WHO SHOULD NOT TAKE ORAL.

CONTRACEPTIVES).

3. Gallbladder Disease

Oral contraceptive users probably have a greater risk than nonusers of havin

‘galbladder disease. athough this risk may be related to pills containing high doses of

estrogens. Orakcontraceptives may worsen existing galbiadder disease or accelerate
galbiadder previously

4. Liver Tumors

In rare cases, oral contraceptives can cause benign but dangerous lier tumors. These
benign iver tumors can rupture and cause fatal nternal bleeding. In addtion, a possble

chance of developing Iver cancer from using the pil & thus even rarer.

5. Risk of Cancer

It not known If hormonal bith control pils causes breast cancer. Some studies, but

ot al, suggest that there could be a sight increase in the risk of breast cancer among

current users with longer duration of use.

1you havebresst cancer now, or have 1 & the past, o 1ot usehormonal bt

control because some breast cancers are sensitive to horr

‘Some studies have found an increase in the incidence of cancer of the cervix in women
who However, this finding o factors other than

the use of oral contraceptives.

6. Lipid Metabolism And Pancreatitis

There have been reports of increases of blood cholesterol and trighycerides i users of

‘combination oral contraceptives. Increases in trighycerides have led to nflammation of

the pancreas (pancreatits) in some cases.

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

A& methods of bith conrol an pregnancy are associsted wih a sk of developng
certain seases which may lead to disabilty or death. An estimate of the number of
Gebine a5soctedwih Ateren mthads of b control and pregmancy has been
calculated and is shown i the following table

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

WoadersMathod of 1519 2024 2529 30
control

35-39  40-a

ootcome”

Nofertity-control 7.0 74 91 148 257 282

methods”

Oral contraceptives

ne = 03 0s 09 19 138 316

Oralcontraceptives

st 22 34 66 135 511 172

up' o8 08 10 10 14
16 07 02 03 04

Daprrapmispermicde' 13 12 12 13 22 28

Periodic abstinence 2.5 16 16 17 29 36

+ Deatns are method related

Inthe above tal,the ik o deth fom any bit-Contrl method s ss than th rsk

of chidorth,ox il
e i s06 1 40 vy ¥ty do nok sk, 1o s Seeh It 1 gk 61

Women aged 15 t 39, the 6k of death was hghest wih pregnancy (7 to 36 deaths per

100,000 women, depending on age). Among pillusers who do not smoke,

eath was always lower than that associated with pregnancy for any age gr

for those women over the age of 40, when the risk increases to 32 deaths per 100,000
en, comy 28 with pregnancy at th iowever, for pil users

who smoke and are over the age of 35, the estimated number of deaths exceeds thos

for other methods of birth control If e age of 40 and sm

estimated risk of eath i four times higher (117/100,000 women) than the estimated
isk associated with pregnancy (28/100,000 women) in that age group.
estion that women over 40 who do not smoke should not take oral
contraceptives is based on information from older high-dose pils. A Advisory.
Commitee of the FDA discussed this issue in 1989 and recommended that the benefs
of orak contraceptive use by heakhy, nonsmoking women over 40 years of age maj
outwelgh the possibe risks. Older women, as all women, who take oral contraceptives,
should take an oral contraceptive which contains the least amount of estrogen and
progestogen that is compatibie with the individual patient needs.
WARNING SIGNALS
if any of occur whie you callyour.
ek are provier mmedecl
coughing of blood, or of breath (indicating a
possble clot in the lung).
« Pain i the caff (indicating a possile clot in the leg).
« Crushing chest pai or heaviness in the chest (indicating a possible heart attack).
« Sudden severe headache or vomiting, dizziness or fainting, diturbances of vision or
‘speech, weakness, or numbness i an arm of eq (ndicating a possile stroke).
« Sudden partial or complete loss of vision (idicating a possible ciot i the eye)
« Breast lumps (ndicating possible breast cancer or fibrocystic disease of the breast:
ask your health-care provider to show you how to examine your breasts
« Severe pain or tenderness in the stomach ares (indicating a possiby ruptured fiver

tumor).

« Dificuty i sleeping, weakness, lack of energy, fatigue, or change in mood (possbly
ndicating severe depression)

*+ Jaundice or 3 yekowing of the sk or yebalk, accompanied requentl by feve.
fatue, o5 of appete, o <obred rine, orIghccoored ovel
(indicating possible iver prol

SIDE EFFECTS OF ORAL CONTRACEPTIVES

1. Unscheduled or Breakthrough Vaginal Bleeding OF Spotting

nschedut vagnal beeding orspeting may occur e you are kg the ol

breakmrough bleedng which & a flow much fke 2 reguar period, Unschecied beedn
but may also

taking th
Lemporary and usualy does not mdicate any serous problems. I & mportant to
continue taking your pils on schedule. If the bleeding occurs in more than one cycke or
ts for more than a few days, tak to your health-care provider.
2. Contact Lenses
1f you wear contact lenses and notice a change In vision or an inabilty to wear your
lenses, contact your heakth-care provir.
3. Fluid Retention
Oral contraceptives may cause edema (flud retenton) with sweling of the fingers or
anesand may raise you oo pressure. 00 experience i renton, contact
your heatth-care pror
4. Melasma
A spotty darkening of the skin s possible, particularly of the face.
5. Other Side Effects
Other side effects may include nausea, breast tenderness, change in appetite,
headache, nervousness, depression, dizziness, loss of scalp har, rash, vaginal
infections, inflammation of the pancreas, and allergic reactions.
1f any of these side effects bother you, call your heath-care provder.
GENERAL PRECAUTIONS
1. Missed Periods And Use O Oral Contraceptives Before Or During Early
Pregnancy
e times when you may not menstruate reguiarly after you have completed
kg cyce o . 1 ou havs akan your i egulry nd i one mensia
inform your health-
Cere rovaer before domg 5o 1 yﬂu have ok aken the pls daly a5 nstructed and
missed or i you eriods, you
bregnant. Check with your determine




whether you are pregnant. Stop taking oral contraceptives i you are pregnam

\ncrease i oFth defcts, when taken nacvertenty curng ealy pregnancy. Pvevk)us?y,
tudies had reported that oral contraceptives might be associated with birt

etocs. 5ot s seages have ok pecn conteracs Never e oralcontroapties

P ok be ueed curen preanancy. 0. shouks check wih Jour beskh-care provir

bout risks to your unborn chid of any medication taken during pregnan

2. While Breast-Feeding

if you , cor oral
Conracepies Some of the drug e be possed o o hechld 1 e ik few
orted, of the

(undice) a Tn s
ouns ane ey f your ik 1 poseiol. 66 nt v orsl omtzacepies whis brast:
feeding. You should use another method of contraception since breast-feeding provides
only partial protection from becoming pregnant and this parta protection decreases
significantly as you breast-feed for longer periods of time. You should consider starting
oral contraceptives only after you have weaned your chid completely

3. Laboratory Tests

1f you are scheduled for any laboratory tests, tell your doctor you are taking birth-
control pils. Certain blood tests may be affected by birth-control pls
4. Drug Interactions

rtain drugs may interact with birth-control pis to make them less effective in
preventing pregnancy or cause an increase in breakthrough bleeding. Such drugs
include rifampin, drugs used for epiepsy such as barbiturates (for e

ampicilin and other peniciins, and tetracycines), and herbal prociucts containg St
john's Wort (Hypericum perforatum). You may also need to use a nonhormonal method
of Contraception during any cyce n whih you take arugs thacan ke oral
contraceptives less e
e t highe risk of o specfic type of er dysfunctin f youtake
rokandomyci and oralcontraceptives a the same e

You shoud nform your hesk-care provider sbout al medicnes you ae aking. cluding
nonprescription produc

5. Sexually Transmitted Diseases
e product (ke a ral contraceptves) & intended o preven pregnancy. it does not

of HIV ualy transmitted diseases such
e Chiarmy i, genkal herpes, Genkal warts, gonorThes, hepates 8, and Syphi

HOW TO TAKE LEVONORGESTREL AND ETHINYL ESTRADIOL TABLETS
IMPORTANT POINTS TO REMEMBER.
BEFORE YOU START TAKING LEVONORGESTREL AND ETHINYL ESTRADIOL TABLETS:
1. BE SURE TO READ THESE DIRECTIONS:
Before you start taking levonorgestrel and ethinyl estradiol tablets.
And
Anytime you are not sure what to do.
2, THE RIGHT WAY TO TAKE THE PILLI5 TO TAKE ONE PILL EVERY DAY AT THE SAME

1f you miss pils you could get pregnant. This includes starting the pack late. The more.
pis you miss, the more liely you are to get pregnant. See "WHAT TO DO IF YOU MISS
PILLS" below.

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK TO THEIR
'STOMACH DURING THE FIRST 1.3 PACKS OF PILLS.

1f you feel sck to your stomach, do not stop taking levonorgestrel and ethiny estradiol
tablets. The problem wil usually go away. If t doesnit go away, check with your heath-
care provider.

4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even when you
make up these missed il

O the days you ake 2 i o make upfo missed s, you oukd s fel Kt sick to
your stoma

5. IF YOU HAVE VOMITING (within 4 hours after you take your pil), you should follow the
instructions for WHAT TO DO IF YOU MISS PILLS. IF YOU HAVE DIARRHEA or IF YOU
TAKE SOME MEDICINES, ncluding some antibiotics, your pis may not work as wel.

(such as condoms or check

Usea
With your health-care provider.
6. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL, tak to your health-care
provider about how to make pik-taking easler or about using another method of birth
trol,

IF YOU HAVE ANY QUESTIONS OR AR UNSURE ABOUT THE INFORMATION IN THIS
LEAFLET, contact your heath-care provi
BEFORE YOU START TAKING LEVONORGESTREL AND ETHINYL ESTRADIOL
1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. It s important to take it
at about the same time every day.
2. LOOK AT YOUR PILL PACK.

e Dl ack hs 21 "acther whke pls (uth ormones)t take for 3 wesk, fokowed by
eek of reminder orange pils (wihout hormones

3.FIND:
1. where on the pack to start taking pis, and
2.in what order to take the pils (folow the arrow).

—+20.0.0.0.0,0,0

"0,0,0,0,0,0,0]
10,0,0,0,0,0,0
10,0,0,0,0,0,0°

Y SEL A

wm

4. BE SURE YOU HAVE READY AT ALL TIMES:

ANOTHER KIND OF BIRTH CONTROL (such as condoms or spermicide) to use as  back-

up in case you miss i

AN EXTRA, FULL PILL PACK.

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

WHEN TO START THE FIRST PACK OF PILLS

You have a choice of which day to start taking your frst pack of pils

Deckiewkth your heakiCareproveer which s the bt day fo you. Pcka me o day

Wi il e casy t rememd

DAY 1 START

1. Toke he st ot ke pRofth st ack o the st 24 ours of your

2. fou i no nee 0 use  backup norormonal method of bt control since you
are starting the pil at the beginning of your perio

SUNDAY START

1. Take th st "actve”whke o the st pack on the Sunday aftr your prid

. even if you are stil bleeding. If your period begins on Sunday, start the pack.

T same g

2. Use.anonnormanal method o bt control (uch a5 condorns of spermicde) a a
backup method f you have sex anytime fomthe Sunday you sart your st pack
ek ihe et Sundy 7y

WHAT TO DO DURING THE MONTH

1. Take one p at the same time every day unti the pack is empty.

Do,not sk lls even ¥ yau ae spoting o bleeding between morthl periods orfee

sick to your stomach (nausea).

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

2. When you finsh a pack:

Start the next pack on the day after your last ‘reminder” pil. Do not wait any days

between packs.

IF You ANOTHER BRAND OF PILLS.

I your prevousbrand had 2L gl ot ey o start akingvororgestrl o ety
atno

more han 7 days pach Dot e 21-50y pack and g th Trst whee
levonorgestrel and ethinyl estradil tablets (‘active* with hormone).

% 28 pits; 9 ethinyl
estradiol tablets (*active with hormone) on the day after your last reminder pil. Do not
it any days between packs.
WHAT TO DO IF YOU MISS PILLS
Levonorgestrel and ethinyl estradiol tablets may not be as effectiv f you miss whte
“Acthe" s, 3 ol Yo s th 4 v  the Bt il stk ol b

u You MISS 1 unte “acte i
3 emembie Take e it A yout gl e, T meens

2 Yo oD SECONE PREGNANT i you havesex i the 7 days after you restrt your
pil. You MUST use a nonhormonal birth-control method (such as condoms of
Spermicide) as a back-up for those 7 days.

110U MISS 2 wnke sty ls 3 row in WEEK 1 OR WEEK 2 ofyour pack
mber and 2 pils the next day.

7 Then ke pma day il you fsh e pack

3. You COULD BECOME PREGNANT f you have sex in the 7 days after you restart your
i You MUST uoe  nonormonalBrih conrelmethed (soeh 8 condors or
spermicide) as a back-up for those 7 days.

If you MISS 2 white “active” pils n a row in THE 3rd WEEK:

1.1f you are a Day 1 Starter:

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

If you are a Sunday Starter:

Keep taking 1 pil every day until Sunday.

On Sunday, THROW OUT the rest of the pack and start a new pack of pils that same

day,

2. You may not have your period this month but this is expected

0 s your period 2 months narow,cal you heki-care rovier
because you might be pregnar

3. You COULD BECOME PREGNANT if you have sex in the 7 days after you restart

yourpils. You MUST use a nonhormonal bith-control method (such as condoms

orspermicide) as a back-up for those 7 days.

If you MISS 3 OR MORE white “active" pils in a row (during the first 3 weeks)

1 If you are a Day 1 Starter:

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

If you are a Sunday Starter:

Keep taking 1 pilevery day unti Sunday.

On Sunday, THROW OUTthe rest o the pack andstarta new pack of pls that same
ay.

2 You may not have your period this month but this s expected.

Yo s yourperied 2 months i o, ca your hea-care provier
because jou might 6o p

You COULD BECOME PREGNANT if you have sex i the 7 days after you restart
our !

You MUST use a nonhormonal bisth-control method (such as condoms or spermicide) as
a back-up for those 7 days.

If you forget any of the 7 orange "reminder" pills in Week 4:
THROW AWAY the pis you missed.
Keep taking 1 pil each day unti the pack is empty.

if you start your next
pack on time.

FINALLY, IF YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU
HAVE MISSE!

Use a BACK-UP NONHORMONAL BIRTH.CONTROL METHOD anytime you have sex
KEEP TAKING ONE PILL EACH DAY until you can reach your heakh-care provider.



PREGNANCY DUE TO PILL FAILURE

The incidence of pilfaiure resuting in pregnancy is approximately 1 per
reansncy per 100 women per yeu of vee) I aken avery doy o drbcted bt the mare
ypialfakirerae s approximatel % per year (5 regnancie per 100 wormen per year
of se) mclding women who do not ey take the pllexacty as drected w
Tissig any pil. I you d5 becorme pegmant,the ko th feus s minkmal, b
T Shop ko you PaS e et the regeacy whh pou bk er.
PREGNANCY AFTER STOPPING THE PILL

rvacepives Sope b I you hod tYagulr ereirum CYOosbefor you used oral
contraceptives: It may be advisabe to postpone concepton unt you begh
menstruating reguiarly once you have stopped taking the pil and desie pregnancy.

There does not appear to be any increase in bith defects in newborn babies when
pregnancy occurs soon after stopping the pil.
BIRTH CONTROL AFTER STOPPING THE PILL

11920 do not wehto become pregnant after stopoing the il you shou use another
method of bit er stopy

ing
Speak o your heakn-care proveie about another method of bth control
OVERDOSAGE

vomiting, . dzziness,
and fatigue/drowsiness. Withdrawal bleeding may occur in females. In case of
overdosage, contact your health-care provider or pharmact.

OTHER INFORMATION
Your re a 1

Smothar e o0 retosat & s o heoRbetare prowiier belBwcs et ks approprite
o postpone . You shoud b reexaminedat ast once a year. Be sure o nform your

eath.care provider f there & a famiy history lanyahhemndrwns sted previously

i this eafet.Be sure o keep al appOments whh your heakh care rovile, because
¥ Sk of sxe effects of

use.

Do not use the drug for any condition other than the one for which it was prescribed.
This drug has been prescribed speciicaly for you; do not give & to others who may.
want bith-control pils
HEALTH BENEFITS FROM ORAL CONTRACEPTIVES
In aditonto preventing pregnancy,use of oal cotraceptives may provide certan
benefis. The

ensruat cycls may become more regus
*+ Boud fow durg merstruaton may be hghler, s on may e st Theretore,

anemia due to ron deficiency & kess kel to

Faior other oS durmq menstmalmn Ty be encountered kess frequenty.
‘Ovarian cysts may occur less frequently.
Ectopk tuom) pregnancy ey jss freaventy

Incerous cysts or Limps in the breast may occur less frequentl.

Acute pet nfmatory dbease may occur kes feduenty.

two forms of
Cancer: cancer of the ovaries and cancer of the ining of the uterus.

if you . ask your or
pharmacist. They belng which you
may wih to read.

1f you have any questons or want more information about levonorgestrel and ethiny!
estradltabts, ak 10 your heah-are provider o pharmacis, address medcal

5 t0 www birthcontrohealth.com or at 1-800-399-2561.
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