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Low-Ogestrel-21

{norgestiel and ethinyl estradiol 1ablets USP, 0 3 mg/0.03 mg} .

Low-Ogestrel-28

i
(norgestrel and ethinyl estiadiol tablets USP, 0.3 mg/0.03 mg)

Lkl

Patients should be counseled that this product does not protect
against HIV infection (AIDS) and other sexually ransmitted dis-
eases.

ORAL CONTRACEPTIVE AGENTS
DESCRIFTION

Low-Ogestrer®-21 Tabiets inorgestel and ethiny! estiadiol tablets
USP, 03 mg/0.03 mQ) provide an ora) contiaceptive regunen Con
sistng of 21 white tablels
Low-Ogestrel*-28 Tableis inorgesirel and ethinyl estiadwol tablets
USP, 03 mg/0.02 mg) provide an ofal conttaceplive regrmen Con
sistmg of 21 white ablets followed by 7 peach tablels
Each white tablel, tor oral adminisiration contans 0.3 mg of
norgestred and 0 03 mq ettunvi estradiol and the following mactve
ingredienis: croscarmeliose sodum, laclose magnesum sieaiale.
microcrystaline cellulose, and
Each wactive peach tabler. for oral aamm.smnon n the 28 day

hydrate, microcrystatine cellulose. anhydious lactose. FO&C Yefow
No 6 Lake, and magneswum stearate |

Norgestrel 15 2 lotally synthetc progestogen, insoluble in water,
freely soluble in chioroform, spanngly sofubte w alconol with the
chemical name |2)-13-Ethyl- 17-hwaroxy-18,19-0inor- I7a -preg-4-en-20-

——
—_—
W regimen contains the followng nactive ngredients tactose mono-
—

yn-3-one Ethumyt estadvol is an esirogen” insoluble in waler, Soluble

n afcohol, m chiorotorm, in ether, i vegeiable ods and n solutions
of fixed alkat hydroxides with the chermical name 19-00r.170-pregna-
1.2.5(10)trien-20-yne-3,17-dhol Thew structurat formutae tollow;

ETHINYL ESTRADIOL
Tty
MW 296 41

Therapeutic class Oral contiaceptive
CLINICAL PHARMACOLOGY

<. g oral ¢ P acl by of
gunagotrophs. Although the pamary mechanism of this ACHon 15
mhiteion of ovulation other alierations inciude changes n the cefv-
cal mutus iwhich inciease the difficully ot sperm entiy into the
uterus) and the endometrium {which may reduce the bhelhood of
implantavonl,

INDICATIONS AND USAGE

Low-Ogesuel® {norgestrel and ethuny) estraciol tabifels USP. 03
mg/o 03 mgl are indicated 1of the prevention of pregnancy n wormen
who elect 10 use thes product 83 @ method of contraception

Oial coniraceptives are highty eflective. Table ) hsts the typicat acer
dental pregnancy rates tor users ol combinaton oral contraceptves
and other methods ol contracepnon.’ The elficacy of these cona
ceptive methods, except stenhzaton, depends upon The refiabity
with wiich they are used Correct and consistent use of methods
€an resull in lower tature rales,

CONTRAINDICATIONS
Orad contraceptves shouta not be used i women who have the tob
loweng conditions

. o sorders

« A past history of deep ven thhombophlebitis of fhwomboembohe
dsorders

= Cerebral vascular of coronary artery disease

Known or suspected carcinoma of the txeast

Carcinoma of Ihe endomelnum or other known of suspecied esiro-

gen-dependent neoplasia

Undiagnosed abnormet gemial bleeding

Cholestatc pundice of pregnancy or jaundice with peot pill use

Hepatre adenomas, carcmomas of befwgn bvel 1Umors

Xnown or suspected pregnancy

WARNINGS

Cigarette smoking increases the risk of serious cardiovascu-
Var side ettects trom oral contraceptive use. This risk
increases with age and with heavy smoking (15 os more cig-
areties per dayl and is Gurte marked in women over 35 years
of age. Women who use oral contraceptives are strongly
advised not to smoke. .-

The use of oa! with i #isks of
several sepous conditions mcludmg royocardsal nfarchon, thsom-
boembolism. siroke. hepalk neoplasid, and galibladder disease.
although-Fhe risk 0! senous Morbxily of motiality @S vevy smat n
healihy women without undertving sk factors The risk of mortaday
and mortality increases signiticantly in the peesence of other undes-
lying risk factors such as hypertension, hyperkpgermias, hypeicho-
testerolemnia obesity and dabeles ?*

Practiboners prescibing oral contraceptives should be lamahar wath
the tollowing nformation elimg 10 these nsks.

The information contained in this package insert is pimcpally based
on studies carned Out i patients who used osal contiacepives with
higher of both and than those
in common yse¢ today The eflect of long-term use of the oal con
traceptives with kower formutabions of both estrogens and progesto-
gens remaing (o be deter muned

Thioughout this labrelng  epidermeological Studees reported are of two
types relospective o case contiot Studie's and prospective of cohort
studres Case conuol siutres prowde 3 measure of the relative nsk
ot a aisease Relatve nsk. the rano of the incdeace of a disease
B3mong oral CoNIacepTve users (o that among non-users, cannot be
assessed directly Irom case coniiot stuches. but the odds ratic ob-
1aned s a measure o) relative 0s\ The relative nsk does no1 provide
information on the actual chmcal occurience of a dsease Cohon
stuthes provide not only 3 measure of refative 15k bul 3 measure of
attrbutable tsk. which s the driference o the incidence of disease
bewween the mat o ive users and Fhe

risk does provide nformanion aboul 1he actuat occusrence of a
disease n the populdbion, (Adapted from rel, 17 and 13 with the
author's permussson ) For lurther informaton, the reader s 1eferred
10 3 texi on epermologreal methods

1. THROMBOEMBOLUIC DISORDERS AND OTHER VASCULAR
PROBLEMS

3 Myocardial Intasction

An increased nsk o myocardal infarCion has been Adnted to orat
contraceptive use This sk rs pmarnly in smokers of women with
other undl.‘llvmg nsk tactors lor coronary artesy disease such as

TABLE I' PERCENTAGE OF WOMEN EXPERIENCING A
CONTRACEPTIVE FAILURE DUHING THE FlRS1 YEAR OF

USE AND rlRST YEAR DF TYPICAL USE
Percentage ol women expeviencing an
accidental pregnancy wilhin the first yeas of

Method Typica! use * Perfect use ®
Chance 85 a9
Spermiades. 21 6
Periodx abstnence 20 1.9
Withdrawal 19 a
Cap

Parous 36 26

Nulkparous 18 9
Sponge

Parous 36 20

Nuttparous 8 9
Draphiagm 18 6
Condomn

Fernale 21 5

Male 12 3
Pd 3

Progestn only 05

Combuned o1
w0

Progesieione 2 15

Copper T 3804 0B 06
Injection [Depo-Proveral 03 03
Implants Norplant) 008 009
Female stertization o4 04

~Male stertizanon 015 010

Adapted with permission’,

Mo obesity and dabeles.??
7 The relatrve nsl of heart mack ror Currenl oral contracepive ysers
Nas been estimaled 10 be 2 to 8 ¥ ** ' The nisk s very low under Ihe
age of 30 However, ihere 15 the possibety of 2 risk of cardhovascy-
lar disease even m very young women who take oral contraceptves
Smoking 1n comtxnation with orat contiaceptive use has been shown
to coninbule substantially 1o the nciience of myocsrcial intarcsions
n women in thex frud-thirties or older, with smoking accounting fos
the majportty of excess cases ™

Mortahty rates associated with cucidatory disease have been shown
to increase substantisly n smokers oves the age of 35 and non-
smokers over the age of 40 among worhen who yse oral contra
cepwves (see Tabte H) "

TABLE I: ClRCUlATORY OISEASE MORTALITY RATES PER
000 WOMAN YEARS BY AGE,
SMOKING SUﬂUS AND ORAL CONTRACEPTIVE USE

&)
- N

WORTAUTY AATE
1108 808 wermtn vemral
=N
% 8

Adapied from PM. Layde and V Berat, Table V!

Oral contraceptives may compound rhe ettects of web-known nsk
factors such as hyp diabete: . hypercho-

*Amaong rypreal couples who intiate use ol 2 method ot neces-
sauly for the tirst tme), the percentage who expetience an acer
dental pregnancy dunng the first veas of they do not stop use lor
any other reason

* Among couples who inate use of a method no! necessatily for
he tust trmel and who use 1 perfectly {both consistently and cor-
rectly), the percentage who expenence an acCidental pregnancy
duning the tist year i they da not siop use 1or any other reason

 age and obesty I 1 Vi wrbniav ‘some pIogestogens
are known to decrease HOL cholesteral and cause ghucose nioler-
ance, while esirogens may create a state of hypennsubrusm "5 Ora)
contraceplwes have been shown 10 inCiease blood pressure among
users Isee WARNINGS. sectvon 9) Sanlas eftects on nsk lactors
have been associated with an inCrease0 nsk of heart disease Oral
coniraceptrves must be used with caution i women wWith cardo
vascular disease sk 1actors




contiol studies have found the (elative risk of users compared 10 non-
users ta be 3 for the tust episode of superficial venous thiombos:s.
410 11 for deep vewn thrombosis or pulmonary embobsm, and 1.5 10
6 10r women with predisposing conditions tor venous Thromboenm-
bobc dhsease ' 1T %31 Cohort stuches have shown the relatve nsk
to be somewhat lower, about 3 tor new cases and about 4 5 tor pew
cases requuing ¥ The nsk of dhsease
due 10 oral contracepives 15 NOT relaied 10 length of use and disap-
peas ller pilt use is stopped 7

A 7- t0 6 lolg increase in retauve nsk of post-eperative thromboern-
bohkc comphications has been reporled with the use of oral contra-
ceptives The telative usk of venous thiombosis in woman wha have
nved-sooswﬂ condinans is twice 1hat of women without such medscal

condiions ¥ It teasible. oral conliacepuves should be discontinued
a1 teast 4 weeks puot 10 and for 2 weeks alter elective suigery and
durmg and toflowing Since the

period also s with an i wrsk of thiom-

boembolism, oral contraceplives should be strted no earber than 4
10 6 weeks alier dehvery 0 women who etect not 1o breast leed
c. Cevebrovascular diseases

An mcrease in both the relatve and attnbutable risks of cerebrovas.
cutar events lihrombouc and hemotrhagee strokes) has been shown
n users of orat contraceptives. In general, the nisk is greatest among
older [>35 years) hyperiensive women who also smoke, Hyperien
swon was found 10 be a nsk factor for both users and non-users lor
botb types of stickes whie smoking interacted 10 increase the nsk
for hemotrhage strokes ™

In 2 large study, the ielanve nsk of thriombone sitokes has been
shown 1o (ange lrom 3 for normotensive users to 14 for users with
sevele hypertension  The refative nsk of hemorrhage stroke 1s.
teporied 10 be 12 for non simokers who used ofa! comraceptives,
2 6 tor smaokess who did not use oral conlraceptives, 7 6 for smokers
who used o/al contiacepives. ! 8 lor normotensive users and 257
for users with sevete hypertension ® The anubutable nsk atso s
greater in women w thew rmud-thiries or older and among smokers 2
d Dose-refated sisk of vascular disease rom oral
contraceptives

A positive association has been observed between the amount of

esirogen and progeltogen in oral cummcopmes and the risk of vas-

dence of bleas! “endormetnal, ovanan and Cervcal cancer i women
using oral contraceptives The overwhebming evidence n the hterd-
ture suggests that use ol oral Contracepives s NOt assocuated with.
an increase m the nsk of ping treast cancer, of the
age and panty of fust use oc with mosi ol the masketed brands and
doses.*?"** The Cancer and Sterosd Hormone (CASHE study also
showed no latent effect on the nst of breast cancer tor at least 3
decade following long-term use ** A tew siudres have shown a
shghity ncreased refative nisk of developing breast cances ™-*?
although the methodology of these studies, which ichaded dilfes-
ences n exarmination ol users and non-users and diferences m age
ai stait of use. has been questioned *7**> Some studies have
reported an ncreased relalve nsk.o! developing breast canced, pai-
ucularly a1 a younger age. This icreased relative risk appears (o be
selated 10 duranon of use
Some siuties suggest that oral contraceptive use has been assocr
aled with an mcrease wn the nsk of cervial intraepahebal neoplasia
n some populations of women % However, there contmues (0 be
contioversy about the extent 1o which such bngings may be due 10
diterences i sexual behawor ang other lactors.

In spite of many studies of the refationship between oral contacep:
tive use angd treast o cervical cancers, 2 Cause and elfect retaton-
ship has nol been esiabhshed

4 MEPATIC NEOPLASIA ~

Benign hepatic e wath ofal con use
atthough the incidence of bemgn tumors 15 (are in the Umnited Siates
Induect colcutanons have estmated the attributable nsk 1o be n the
range 0! 3 3 cases pes 00,000 for users, 2 risk that mcreases aftes
4 ot more vears of use.* Ruplwe of rare, bengn, hepatc adenomas.
may cause death hiough mira-abdominal hemorthage ¥-%*

Studies i the United Siates 3ot Bsitain have shown an increased nisk
ot developng hepatocellutar carcinoma i long-term (>8 years) ofal
contraceplive Users 7% However, these cancers are extremely e
in the Unded States and Ihe attnbutable hsk lthe excess incrdence)
of hiver cancers i Oral contiaceptive users appicaches less than |
oer 1.000 000 users.

5. OCULAR LESIONS

There hove been clnical case reporis of retinal vombozis assocr
ated with the use of oral coniraceptives Orat contiaceptves should
be

culas disease. ™ ™ A dechne i serumn high denss! HDLY
has been reported with many ptoqes(abonal al;ems 17-34 A dechine
SErum nign density win an

increased incddence of ischermsc hean dnsease * Because

d i thete is. partal of complete loss of
vlson oﬂsal of pioptosis of d-otoe-a paplledama, o 1etinal vascular
esiol shoutd be

depends on a balance achieved between doses of estrogen and
progestogen and the natwe and absotute amount of progestogens
usaed n the contraceptives The amount of both hoimones should be
consdeted in the choxce of an oral conuaceptive,”’
Muwmizing exposure 1o estingen and progestogen is m keeping with
good principles of therapeutics, For any paricular estiogen/piogesio-
gen combination, the dosage regimen prescribed should be one
which cOMans the least amount of esirogen and progestogen that
is compauble with a low faiure rate and the needs of the indmdual
patient. New acceptors ol oral conuacepiive agents should be
staried on peeparatioas containing the towest estiogen content that
produces saustaciory results lof the ndmvdual
€. Persistence of risk of vascular disease
There are three studms which have shown persistence of nisk af vas-
cutar disease for ever-users of oral contraceptives ' 3 % In 3 study
v the Unutad States, 1he risk of developing myocardial infar¢ ion atter
discontinuing oral contraceptives persisis 1of ar least § years for
women 40-49 years who had ysed oral contraceptves lor 5 of more
vears. bul this sk was not m other age
groups ¥’ In another study in Greal Briain, the sk o' developng
cerebrovasculr disease pessisied toc at least b years aher discon-
tmuanon ol oral contraceptives, although excess fnisk was vefy
small ® There is a sed relative risk of
hemorihage atter termination of use of oral contraceptives >
However these studies wese performed with oial contraceptive for
mutatans containing 50 g or higher of estrogen
2. ESTIMATES OF MORTALITY FROM CONTRACEPTIVE USE
One siudy gathered data from 3 varrety of sousces which have estr
mated |be moriakly rates associated with diflerent methods of con-
traception al ciiterent ages isee Table i1} ¢* These estimates include
the nsk of death with methods
phus (he nisk antabutable 10 pregnancy in the event of meihod taure
Each method of contraception has its speaific benefits and nsks The
study concluded 1hat with the excephon of oral contiaceptve users
35 and oider who smoke and 40 and older who do not smoke, mor-
talfy assocated with alt methods of bith control 1s 1ow and below
that associated with chidbuih The observaton ot a possible
nciease in nisk of mortakity with age tor oral contraceptve users 1s
based on data gathered in the 1970s—but not reported in the U S,
unil 1983 ' ** However. current chmical practice involves the use of
towe: estiogen dose formulations combined wih careful restnction
of ofal contraceptive use (o women who do not have the vanous nsk
tactors hsted in this labetng
Because af these changes in practice and, also, because of s0me
hmited new dala which suggest that the risk of cardiovascular
disease with the ust of oral contracephives may now be less than
previously observed,” ™ the Fertlity and Maternal Health Drugs
Adwisory Commuttee was asked t0 feview the topic in 1989, The
Communee concluded that although cartovascular disease nsks may
be incteased with oral contracentive use ater age 40 m healthy non-
smoking women {even with the newet low-dose lormulations). there
are greater potennat health nsks associaled with pregnancy n oldet
women and with the aliernative swigical and medical procedures
which may be necessary if such women do nol have access to etlec-
tive and accepiable means of contraception
Therelore. the Corvnitter recommended 1hat the benetus of oral
contiaceptive use by healthy non-smoking women over 40 may out-
weigh the poss:ble risks O course, older woman, as all women who
1ake oral conttacepuves, should 1ake the lowest possible dose lor-
mulation that is etfecuve

TABLE 1 ESTIMATED ANNUAL NUMBER OF BIATH.RELATED OR
ME THOD-RELATED DEATHS ASSOCIATED WITH CONTROL
OF FERTILITY PER 100,000 NONSTERILE WOMEN, BY FERTILITY
CONTROL METHOD ACCORDING TO AGE

Method of control

and oulcame 15-19 20-24 25-29 30-34 35-39 40-44

No ternbity 7.0 74 91 148 257 282
conuol methods *

Orat contraceptives 03 05 09 19 138 36
non-smoker **

Oral contraceptives 22 34 66 135 511 172
smoker**

o 08 08 Vo 10 14 Va

Cordomn® i 16 07 02 03 04

Duaphragm/Spermicide” 1.9 12 12 13 22 28
Penodic abstinence* 258 16 16 17 29 36

* Deaths are birth-related
° *Deatbs are method-relaied

mcrease HDL cholesterol, the nel effect of an &ra) tontrateptivé’

" 6. ORAL CONTRACEPTIVE USE BEFGRE OR DURING EARLY

PREGNANCY -
Extensive epwermological studies have revealed no increasod nsk of
eth ﬂe(ecls.gwnmen who have used 063! CONTIACEPIVES PAOr 10

Studies also do not sugges! a teratogemc elect par-
tcutarly insolar as cardiac anomates and bmb reducton defects are
concerned, when taken nadver tently duning early pregnancy ! LR
The i of aral 1o induce bleed-
ing should not be used as a test fos pr Qnat conuacepives
should not be used dwing pregnancy to Ueat reatened or hatatual
aborion
I is recommended that lor any patient who has missed 2 consecu-
tve penods, pregnancy should be ruted oul betore continuing oral
contraceptve use I the patient has no1 adhered to the prescbed
schedute, the possidity of pregnancy shoukd be consiiered al the
fist mussed period Oral o use should be i "
pregnancy is confumed
7. GALLBLADDER DISEASE
Earher sludies have ieporied an increased bletme relatve risk of gzﬂ-
bladder swrgety i users of oral contraceplives and estogens
Mare recent studes, however, have shown that ine retative sk of
developing galibladder disease among oral contiaceptve users may
be miumat €7 The 1ecent hnd-m;s of munsmal risk may be related to
Ihe use of oral cor lower
doses of esuogens and progestogens @
8 CARBOHYDRATE AND LIPID METABOUIC EFFECTS
Oral contraceptives have been shown 10 cause ghucose ntolerance
w2 sgndicant ge of users ® Orat
greater than 75 pg of estiogen cause hypennsubuism whie lower
doses ol esuogen cause less glucose mtolerance ™ Progestogens
increase nsubn secretion and create msuln resistance. this eflect
varying with ditferent progestational agents ™ 7' However, o ihe
NON-CIabEeNC worman, oral conuatepives appear 10 have no elleci on
tasuing blood glucose ** Because of these demonstialed ellects. pre
diabetre ang didbelic women shoukd be caretully observed while
takmg oral contiaceptves,
Some women may gevelop periistent hypettiiglycendema whie on
the pill 7 As discussed earher Isee WARNINGS, sectons 13 and
1d.1. changes in serum tnglycendes and bpopratemn levels have been
reported o oral contrazeplive users
9. ELEVATED BLOOD PRESSURE
An nciease in blood presswe has been revouec n women Laking
03 contraceptives and this increase is more khely wi older 003 con-
tracepive usels and with contnued use.”? * Data trom he Royal
Caliege of General Py and ity
have shown that the incidence of hypetlens:on mcreases with

ol
Women wllh 3 history of hypertensson of hypertensson-elated drs.
eases o+ renal disease shoukd be encowaged to use another method
ot contracepuon Il women elect 1o use oral contraceptives, they
should be momtored closely and if sigmilscant elevation of blood pres-
sure occurs oral should be For mos1
women, elevaled blood pressure will return 0 normal ahes stopong
otal contraceptves and there s no dhtterence in the occurrence of
hypertension among ever- and never-ysers ™
-

0. HEADACHE

The onset or ex, of migraine or of
with 3 new pattern which is recurrent, persistent o seveie requres
disc of oal and of 1he cause

11. BLEEDING IRREGULARITIES

Breakthrough bieeding and spotting are sometmes encountered
pabents on oral contraceptives, especally durmg the st 3 months
of yse. Non-hormonal causes should be considered and adequate
dRagNOSIK Measures laken 10 rule out Makgnancy o pregnancy n the
evenl of breakthrough bleeding. as in the case of any abnomal
vaginal biceang 1 pathotogy has been exchuded. time o 3 change
10 another laimulation may soive the problem In the event of amen-
orhea, pregnancy should be lu.\ed om

Some women it

ihea_ especaly when such a coodmon was D'e-cxlslenl

PRECAUTIONS

GENERAL

Patients should be counseled thal this product does not protect
agoinst HIV infection {AIDS] and other 3exusily transmitted
diseases.

1, PHYSICAL EXAMINATION AND FOLLOW-UP

h 15 good medical practice for 37t women (0 have annual history ang
physical examunaiions. inCluding women usmg or3l conttaceptves,
The physicat examunation, however, may be deterred untd after wun.
anon of oral contaceptives «f requested by the woman and rudged

Esumates adapted hiom MW, Oty Table 3*'

by the chrucian The physicat examenation should mclude
special reterence (o biood pressure. breasts. abdomen and pelnc
organs. including cetvical cytology and relevant B3boralony Tests In
case of undugnosed persisient of recurrent abnormat vaginat bleed-

1
c
"




2. LIPID DISORDERS

Wormen who are being treated for hyperipiderias should be lob

lowed closely it they elect to use osal conlraceplives Some

progesiogens may eterate LDL levels and may render the contiol of

hyperhprdemias more ditficult

3. UVER FUNCTION

It jaundice develons in ary woman seceiving oral comuaceuhves the
i be: Stevond mav be poarly

melabohzed -1 patents with impared hver tuncton
4. FLUID RETENTION
Oral contraceptves may cause some degiee of ftud retention They
should be prescrbed with caution, and onty with carelul MoONNONNgG.
In Patients with contmions which mMight be aggravated by thad reten
ton.
5. EMOTIONAL DISORDERS
Women wath a tustocy of depresson should be carehully observed
and the drug discontinued ) depression recurs (o 2 senous degree
6. CONTACT LENSES
Contact lens wearers who develop visual changes of changes in lens
toterance should be assessed by an ephthalmologist
7. DRUG INTERACTIONS
Reduced elhcacv and ncreased mc'ﬂence of nveaumough bleeding
and have concomitant
use of ntampn A scmnlat assocaton mough less mavled has been
with sodwm_and
possibly with t amp.c.nm and lod
8 INTERACTIONS WITH LABORATORY TESTS
Certan enpociine and fver function tests and blood components may
be aftected by orat contracepives:
a.Increased prothiombin and lactors VI, VI, IX. and X, decreased
inguced Dlal!lel aggre

gabeiry
b.incicased thyrowd binding globutn (TBG) leading 10 ncreased ca-
culaung total hyroid hormone, as measuted by protesn-bound
iodine {PBI), T4 by column o1 by radimmmuncassay. Fiee 13
resin uptake 15 gecreased, reflecting the elevated TBG Free T4
congentration 15 unaliered
c. Other binding proteins may be elevated in serumn
d.Sex sterand tanding globulins are increased and result in elevated
tevels of Lotal cuculaling 3Ex SIEIONIS and CONCoids, however,
tiee o trologrcally actve levels (eman unchanged
.e. Triglycendes may be mcreased.... . . . - - . -
1. Ghucose 1olerance may be decreased
9.5erum lolate levels may be depressed by oral conraceptive
therapy This may be of chnical significancé f 3 woman becomes
pregnant shortly ahet chscontinung oral contiaceptives
9. CARCINOGENESIS
See WARNINGS section.
10 PREGNANCY
Pregnancy Category X See CONTRAINDICATIONS and WARNINGS
secnons
11. NURSING MOTHERS
Srmafl amounts ol oral contiaceptive sieroids have been identdied m
1he mulk of nuising mothers and a few adverse effects on the chilg
have been reported. ndudmg ;aunduce and breast enlargement. In
addinon, oral conlraceptives given n the postparium pernod may
inferfere with lactation by decreasing the quanlity and quahty of
treast milk. If possible, Ihe nursing mother should be advised not 1o
use 0«3} conlsacepiives but to use other torms of contracepton unty
she has completely weaned hes child
INFORMATION FOR THE PATIENT
See PATIENT LABELING ptinted betow
ADVERSE REACTIONS
Anincteased tisk of the loflowing serous adverse reactions has been
associated with the use of oral contraceptves isee WARNINGS

- section)

receing ocal contraceptives and are bebeved to be

=+ Thrombophietstis

+ Astenal thromboernbolism

» Pulmonary emboksm

« Myocarchal infarction

« Cerebiat hemorrhage

= Cerebral thrambows

« Hypertension

« Galibladoer disease

« Hepatic adenomas, carcinomas or benign fver fumors

There is evidence of an association between the following condiions.
and the use of oral contracephves. although additonal confrmatory
stuches are needed

* Mesenteric 1hrombosts

« Retnat thrombosis

The tollowing adverse reactions have been reporied n patents

+ Cobus
OVERDOSAGE
Serious 41 etfects have not been reported following acute mgesnon
of Large doses of oral conlraceptves by young chuisen Overdosage
may cause nausea and withdrawal bleedng may octwr in lemales
NON-CONTRACEPTIVE HEALTH BENEFITS
The folowmg non<antraceptive healih benefits related 1o the use of
o¢al contraceplves are suppoueu by eprdemioiogical studes wich
largety utdized oral g estogen
doses cx:eedlng 0035 mg of elbﬂvt estradol o 005 mg of mes:
tranol

€ltects on menses —

cvcle
* D bloed t0ss and

inadence of won delciency

anemia

* Decreased intdence of dysmenorthea

Etfects telated to mhbibon of ovulaton

= Decreased nadence of funchional ovalan Cysts

« Dacreased incidence of eciopic pregnancies

Elects liom long-1esm use

* Di ncdence of and Y disease of
the breas!

= Decreased incidence of acute pehic inflammatory Gisease

* Decreased intidence of endometriat cancer

*» Decreased ncxdence of ovatan cancer

DOSAGE AND ADMINISTRATION,

To actueve maxumum contraceptive ellectiveness, oral contracep-

tves must be 1aken exacily as dwected and at mtervals no1 exceed-

ng 24 howrs - -~—

21-Day Schedule: for a DAY 1 START, count the nst day of men-

strval Bow as Day 1 and the fisst tabler iwhite) 15 then taken on Day

1. For 3 SUNDAY START when menstiual How begwrs on or before

the frst Lablet (white] 1 taken on 1hat day, With erther a DAY

1 START or SUNDAY START,  tablet rs 12ken each day at the same

time for 21 days, No tablets are taken lor 7 days, then, whethet

bleeding has Stopped of rot. a new course 15 siarted of 1 tablet 3

day tor 21 days This wsttutes a 3 weeks on. | week olf dosage

regimen,

28.Day Schedule: For 2 DAY 1 START, count the first day of men-

strual flow as Day 1 and the first tablet twhite} is_then taken on Day.

1 For a SUNDAY START when menstrual tiow begtns on or belore

Sunday, the fusi tablet (white) 1s taken on that day With exthes 3 DAY

1 START or SUNDAY START:- 1 tablet twhitel is taken each doy 3t the

same time for21 days Then the peach tablets are taien tor 7 davs.

whether bleting has siopped of not After all 28 lablets have been

taken whether bieeding has stopped or not, the same dosage sched

ule is repeated beginamg on the {obowing day.

INSTRUCTIONS TO PATIENTS

* To acheve conliacepuve the oral coatia-
ceptive plll musi be taken exactly as duected and at intervals not
exceeding 74 hows

* Imporiant Women should be instiucted to use an addibonal
method o! protechon unid atier the first 7 days of admimstranon
n the wutial cycle

* Due 1o the normally risk of
POstpattum, women should be msiructed not to nidte teatment
with otal contraceptives earfier than 4-6 weeks afier a tulkterm
delvery, i pregnancy is 1erminated in the tust 12 weels, the
pauent should be nstrucled 10 siar oral CoRtraceptives wmmeds-
ately or within 7 days ) pregnancy 15 termunated after 12 weeks.
the pabent should be nstiucted to start oral contracepives aher 2
weeks B 77

* Il spotung or breakihrough bleeding should occur. the patient
should continue the medicalion accorting 1o the schedule, Should
spotting of breakthsough bleeding persist. the patient should notfy
her physscian

* It the patrent misses 1 pil, she shoutd de instructed o take 1 S
so00n as she temembets and then iake the next pdl 31 the reguldr
ume, The patient should be adwised thal missing a pdt can cause
spotung of bght bleeding and thal she may be a ktile sxck to her
stornach on the days she iates the m-ssed D-ﬂ wuh her rtqulalrv
scheduled pdl it the patient has mn: one pdl. see
DETAILED PATIENT LABELING* HOW 70 TAKE YNE PILL. WHAT
TO DO IF YOU MISS PILLS

= Use of oral contiacepuives i the event ol a mussed mensirudl

penod
1 )i the patient has not adhe(ed 1o the prescnbed dosage regmen,
the possibty of pregnancy should be considered aftes the trst
mussed penod and oral contracepiives shoukd be withheid untit
pregnancy has been ruled out.
2.l the patient has adhered 1o the prescribed regimen and mrsses
2 conseculive perods. pregnancy should be ruled oul betore

= Nausea
« Vominng

{such as wnal ceamps and bloat

ng}
= Breakihrough bleedng
« Spotung
« Change n menstiual fow
= Amenorthe;
poraty infertiity aftet of
ma

o Edes

.+ Melasma which may persist

« Breast changes tenderness. enlargement, secrebon
+ Change i waight (increase o) decrease}

" = Change in cerwcal erosion and secretion

+ Dimnution in lactation when given immediately posipaitum
« Cholesiane jaundice
« Mgrame
« Rash {alergic)
« Mental depression
« Reduced tolerance (o carbohydrates
o Vaginal candichasis
» Change in corneal curvature {steepening)
» intolerance o contact lenses
The following advarse reactions have been reported in users of oral
contiaceptves and the assocanion has been neither confwmed nor
rekied
« Pre-menstiual syndrorme
« Calaracts
» Changes in appelite
« Cystus-ike syndiome
« Headache
Nervousness
« Drzminess
« Husutism
« Loss of scalp hair
« Erythema muliloeene
Eiythema nodosum
« Hemotthagic erupion
- Vagimits,
« Porphyria
« Impaved renal function
= Hemollic uremic syndrome

c g the e regunen

HOW SUPPLIED
Low-Ogestret®.21 Tableis inorgesuet and ethinyl estrachol tablets
USP. 63 mg/0 03 mg) Each while tabiet rs unsCored, round n shape,
with “3/30” debossed on cne side and “SCS” on the ather sule, and
contains 03 mg norgestrel and 0.03 mg ethinyl estadiot. Low-
Ogestrei®.21 « packaged n cailons of six 1ablet dispensers Each
dispenser contains 21 whate (active} tablets
LWOgusuel' .28 Tablels inorgesuet and ethinyl estrachol tablets
USP, 0 3 mg/0 03 mg) Each whute tablet 15 unscored. round i shape,
with “3/30° debossed on one side and “SCS™ on the other side. and
contains 0 3 mg norgestiel and 0.03 Mg athinyl estadial Low-
Ogesiet®.28 s packaged m carions of six tabet chspensers Each
1ablet thspenser containg 21 white lactive} tablets and 7 peach tnert}
tablets, Inert tablats are unscored, round i shape wilh “SCS”
debossed on one skie and “P” on the other side

Rx only
Store at controlied room temperature 15-25C (59-77°F)
Keep this and alt medicatons aul of the reach of chddren
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DETAILED PATIENT LABELING
This product (like aft oral contraceptives) is intended to prevent
pregnancy. ht does not protect against HIV infection (AIDS) and
other sexually transmitted diseases

INTRODUCTION

wornan who considers using oral contraceptives |“bsrth controt
pifis” or “the pdl“} should understand the benehits and nsks ol using
this form of beth conirol This leaflal will gve you much ol the infor.
mation you will need to make this decision and also will hefp you
determune (1 you are at risk ol developing any of the sencus side
etfecis of the pi! b wail tell you how to use the pill pioperly 50 that
it will be as eftective as possible, However, this jeallet is not a
replacerment for a caretul discussion between you and your health
care piovider You should discuss the intormation proveded n tvs
teatlet with him or her, boih when you first start taking the pdl and
dur your reguiar visits. You also should lofiow the advice of yout
heaith care provider wah regard [0 regulac checkups whie you are
o6 the pll

EFFECTIVENESS OF ORAL CONTRACEPTIVES

Oral contracepuives are used 10 prevent preghancy and ate more
effective than other non-surgical methods of birih control VWhen ihey
ate taken correctly, without mussing any pills, the chance ot becom-
ing pregnant rs tess than 1% {1 pregnancy per 100 wamen per year
of use). Typical faiture rates xe actualty 3% per year The chance ol
becomung pregnant increases with each missed pill during a men-
strual CV('G
In comparison, typical lahure rates for other nonsurg-cal methods of
buth control dunng the tust vear are as Io

[ of

of women experiencing »
contraceptive failure (prognamcy] during the first yess of use.

Ligarette smoking incsewses the risk of serious cardiovascu-
1ar side effects tiom oral contraceptive use. This sisk
increases with age and with heavy smoking (15 or more cig-
atettes per day) and is quite marked in women over 35 years
of age. Women who use oral contraceptives are strangly
advised not to smoke.

Some women shouid not use the pilf For examale, you should not

1ake the pdl if you are pregnant of think you may be mxegnant You

also should not use the pii i you have any of the toligwmng Condw

hons

* A history of hearl attack o stroke

* Blood clots i the legs ithrombophlabitis). bran Istioke) hungs (pul-
monacy embolsm) or eves

* A history ol blood clots in the deep veins of Yo legs

Chest pan langina pectons)

+ Known o suspecied treast cancer or cancer of ihe hmng of the

ulerus, Cervix of vagna

Unexptaned vaginat bleedinng tuntd 3 diagnoss s reachad by vour

cocionl

* Yehowing of 1he whites of the eyes o1 of the skw ligundicel dunng
pregnancy o¢ dunng revious use of the

« Lves tumor ibenign or cancerous)

= Known o suspected pregnancy

Tell vour heatih care provider 1l you have ever had any of these con-

dimons, Your heafth cate provider can recommend a safer method of

buih contiol -

OTHER CONSIDERATIONS BEFORE TAKING ORAL
CONTRACEPTIVES

Telt your heatih care prowder 1f you have of have had

= Breas! nodules, Librocystic &ease of the breast, an abnormat
breast x-ray o mammaogiam..

= Dubetes

* Elevaled cholesterol or inglycendes

« High blood pressure

* Mgrane o other headaches of epilepsy

= Momal depression

= Galibladder, heatt or kidney disease

= History of scanty ot aregular menstiual periods

Women with any af these conditions shouid be checked often by

thew health care prowder i they chodse 10 use oral contracentnes

Also, be sure 10 inform your doClod of healm cate provide: st you |

smoke of are on any medwcations © 7 <

RISKS OF TAKING ORAL CONTRACEPTIVES -~
1. Risk of developing blood clots
Blood clots and BlocBnge of bipod vessels ae the most senous side
ellects of taking ofal contraceplives, In parbcutar, 2 clot o the legs
can cause thrombophlebitis and a clot that travels to the lungs can
cause a sudden blocking of the vessel carrying blood to the kngs
Rarely, clots occur wn the blood vessels of the eye and may cause
blundnegss, double vision, o rnpawed vision
" you take orat conltacepives and need electve surgery. need to
stay i bed lor a prolonged diness or have recently debvered 2 baby.
YOu May be at nsk of developing blood clols, You showd consull your
doctor about stopping oradl contraceptives three 10 Four weels betore
swgery and not 1alung oral contracepirves 101 two weels alter
surgery o1 dunng bed rest You should 3lso ot take orai conacep-
tives soon alter debvery of a baby It is advisable 10 wail tor at least
four weeks after delivery i yw we not breast leeding i you e
treast feeding, you should war untl you have weaned you chid
before using the pil (see GEN[RA( PRECAUTIONS - Whrie reast
teegingl
2. Heart attacks and strokes
Oral contraceptives may increase the tendency to develop stokes
istoppage or fupture of blood vessels in the bran) and angina pec-
roris and heart attacks {blockage of blood vessels in the heart) Any
of these condinions can Cause death O teMPOr3ry or perManen s~
abikty.
Smoking greatly increases the possiebly of sutlenng heart anacks
and stiokes Furihermare, smoking and the use of oial contracep-
tves greatty increase the chances of developeng and dvnng of heart
disease
3 Gallbladder disease
Qral contraceplive users may have 3 greater nsk than non-users of
having gallblagder disease. athough this risk may be retated (o pds.
contamng tugh doses of estrogen
4 Liver tumors
In tare cases, oral contraceptives can dause benign but dangerous
hv@r tumors These benign fiver tumors can rupture and cause tatal
nternal bleecing In godition. a possible bul not defiule dssoCIaON
has baen tound with the pil and kver cancers in 2 studes o whech
3 tew women who developed these very rate cancers were tound
o have used oral contracephives for long penods Howeves, hver
cancers are extremely rare. The chance of developing buver cancer
lrom using the pill 15 thus even rarer
5. Cancer of thve breast and reproductive organs
There is, 3t present. no confirmed evidence that oral Contracepives
ncrease the nsk of cancer of the reproductive organs in human
sluthes. Several Slwdes have found no overall increase in she st of
developng treast cances, However, women who use orat comrd
cephves and have a sirong lanuly husiory of breasl cancer o who
have breast nodutes of abnofmal mammograms should de followed
closely by their doctors. Some studies have reported an increase M

Percentage of women experiencing the nsk of develo;
ping beeast cancer. parhcularly 81 3 younger age
pregnancy within the Frs year of e This ast appears 1o be related 1o duation ol use
Method Avetage yse Corvect use Some studies have found an increase i the incidence of cancer 0!
the cervix in women who use ol contracepives However, Ihis
No contracepton 85 85 tindng may be related 1o factors other than the use of osat contra
Spermicides n [ ceptives
Pesiodic abstinence 20 v ESTIMATED RISK OF DEATH FROM A
Withdrawal 9 4 BIRTH CONTROL METHOD OR PREGNANCY
Cap . Al methods of bath control and pregnancy ate assocated wath 3 sk

Given bitth - 36 26 of developung cerlamn diseases which may lead 10 dsatety of death

Never grven birth 8 9 An estimale of the number of deaths associated with diilerent
Sponge methods of buth conlrol and pregnancy has been calculated and rs

Given buth 36 20 shown in the lollowing sable:

Never given bisth e 2 ESTIMATED ANNUAL NUMBER OF BIRTH.RELATED OR
Disphragm 18 & METHQO-RELATED DEATHS ASSOCIATED WITH CONTROL
Condom OF FERTILITY PER 100,000 NON-STERILE WOMEN, BY FERTRITY

Female 2t s CONTROL METHOD ACCORDING TO AGE

Mate 2 3 Method of controt
P . 3 and outcome 1519 20-24  25-29 30-34 7539 40-44

Progestin only 05 =

Comtwned o1 No ferulity 70 & -9r 148 257 282
WO contiol methods *

Progesietope 2 s Oral contracepiives 03 05 09 19 138 N6

Copper T 380A o8 06 non-smokar
Infectaties 03 03 Onl connaceptives 22 3a 66 135 511 1172
tmgtant 009 G 09 'U;mokel .

— . 08 8 18 10 ta 14
1 it — Hatcher, RA T o, L F.et
Adapted with permission atche. russell, J Stewart, F.. e Cordom® ‘1 186 07 02 03 o4

8! : Contraceplive Technology® Sixteenth Revised Fdition. New York,
NY, 1994,

*Depend:ng on method icalendas, ovulation, symptom.theimal)

OwphiagmySpermicide” 19 12 v2 13 22 28

Penodic absinence* 25 16 16 17 29 36
* Deaths are bwihrelated

I'Deaths are methodsalarad

I




- us v eos cofo even
it they do ot smoke, i £an be seen fom the table that for wormen
aged 15 10 39 the sisk of death is highest with pregnancy (7-26
deaths per 100,000 women depending on agel. Among ol users.
who do not smoke the nisk of death 1s ahways kower than that asso
cated with pregnancy tor any age group, although over the age of
40 the risk increases to 32 deaths per 100.000 women compared 10
2B assocsted wilth pregnancy al that age. Mowever, for pill users
whao smoke and are over the age ol 35 the estimated numbe: of
deaths exteeds those tor other methods of birth contiol If 3 woman
is over the age of 40 and smokes, hes estumated sk of death 1s 4
numes highes (137/100,000 women) than the esbmated sk assoo.
ated wih pregnancy (28/100.000 women) in that age gioup,

The suggestion that wamen aver 40 who don’t smoke should not
take oral con 15 based on i from older high-dose
pils and on less selectve use of pills than is practiced loday An Advr
soty Committee ol the FDA dhscussed this rssue in 1989 and rec-
ommended thal the benefils of oral contraceptive use by heatihy,
non-smoking women over 40 years ol age may outwergh the possr
ble nisks However, af . especially older wamen, are cau
voned 10 use Ihe lowest dose pul that is eftectve.
WARNING SIGNALS
1l any of these adverse etlecis occur while you are 1aking ocat con-
traceptves, call your doctor smmedialely:
= Sharp chest pain coughng ol blood of sudden shortness of treath
linghcating a possible ciol in the tung)
Pain m 1he calf indicating 3 possible clot in the leg)
Crustung chest pain of hesviness in the chest tindicating a poss:
ble heart attack)
* Sudden severe headache of vormiing. dizziness or tainting, distur-
bances of vision of speech. weakness of Aurmbness in an arm or
leg {indrcating a possible strokel
Sutden partial or complele oss of vision {indhkcatmg a possible clot
in the eye)
Breast tumps indicating possible bieast cancer or fib1ocystic
aisease of the breast: ask your docior or heahh care prowder 1o
£how you how 10 examine your breasis)
Severe pan of tenderness in the stomach area indicating 3 possi-
bie rupiured bver tumos}
Dtficuhty in sleemng, weakness, fack of energy. fatgue or changs
in mood possibly idicating severe depression}
= Jaundice or a yellowing of the skin or eveballs, sccompanied fre-
quently by tever, fatgue. loss of appetite. dark colored urne oF
.. hght colosed bowel movem: 2 possible kver problems
SIDE EFFECTS OF ORAL CONTRIICEPTIVES
1. Vaginal bleeding .
frregutas vaginal bieeding o spotting May occut while you are 1aking
the pill. lrregular blseding may vary liom shght staming beiween
menstival pecods to reakthiough bleeding which 15 a flow much
bke 3 regular penod. tiregular bleeding occurs mMost often dunng the
fust few months of oral contraceptive use but may also occur after
you have been taking the pdl tor some time. Such bleeding may be
temporary and usually does not indicate any sesious problem It s
important 1o continue takmg your pils on schedule If the bleeding
occurs m more than 1 cycle o lasts tor more than a lew days, latk
10 your doctor of health care provider.
2. Contact lenses
1 you weat comact lenses and notice a change m vision o¢ an inabd-
1y 10 wear your fenses, contacl your doctor of health care provider
3. Fluid retention
Oral contraceptves may cause edema (liud retenbon) with swelling
of the hingers o ankles and may raise yow blood pressuie M you
expenence Hlud retention, contact your doctor of health care
provider
4 Melasms (Mask of Pregnancyl
A spoity darkeming of the skinis possible. paricularty of the tace.
5. Other side etfects
Other side etlects may include change in appente. headache, nes-
vousness, depression, dizzness, hoss of scalp hair, rash and vaginal
inlections
It any of these side effects occus, contact your doctor of health care
provider

.

GENERAL PRECAUTIONS

1. Missed periods and use of oral contiaceptives before or
during early pregnancy
At times you may not menstruate regutarly afier you have completed
taking 3 cycle of pdis Hl you have 1aken your pills regularly and miss.
1 menstrual petiod, continue taking your pilfs for the nexi cycle but
be sure to inlosm your health care prowder before doing so. It you
have not taken the pills daity as instructed and miss 1 menstruat
period. of if you Muss 2 cansecutive menstiual periods, you may be
pregnant Check with your health care providet immediately to deter-
mine whethes you are pregnant, Do oot continue 10 take ofat con-
traceptves until you e SWie you are not pregnant. but continue Yo
use another method ol terth conirol.
There is no conclusve evidgnce thal 013l contraceplive use 1S asso-
ciated with an increase i bith delects when taken madvertenily
gdunng early pregnancy. Previously, a lew studwes had reported that
oral contraceptives rght be associated wilh bath defects but these
studies have not been confymed Nevertheless, oral contraceptives
of any other drugs shoutd not be used dunng pregnancy uniess
clearly necessary and prescribed by your doctor. You should check
wath yous doctor about risks 1o your unborn child lrom any medica-
tion 1aken dunng pregnancy
2. While breast leeding
It you are breasi leeding, consull your doctor before starting oral con-
nacepives Some of the drug will be passed on 1o the chid n the
mdk. A few advesse eflects on the child have been reported. inchud-
ng of the skin (2 and breas! In addh-
on oral contraceptives may decrease the amount and quahty of
your mulk. [f possibie, do not use aral contraceplives and use another
method of contraception while breast feeding You should consdar
staring oral contraceptives only afier you have weaned your child
completely.
3. Laboratory tests
i you are scheduied for any laboratory tests, ted your doCior you are
13king i th control plls Certain blood tests may be alfected by birth

ool pas
4. Drug interactions
Certamn drugs may infract with birth controf pils to make them less
effective in prevenung pregnancy o« cause an increase in break-
thiough bleeding. Such orugs include nfampm, drugs used lor
eollepsv such as {tor example and pheny-
toin {Dilaotn s one brand of this drug); phenylbutazone (Butazohkdin
is one brand of this drugl and possibly certan antibiotics, You may
need to use additional contraceplion when you take drugs which can
make oial conttaceptives less effective,

$. This product {like all oral contraceptives! is intended to
prevent pregnancy. it does not protect against transmission of
HIV {AIDS} and other sexually transmitted diseases such as
chlamydia, genital herpes, genital warts, gonorrhea, hepatitis B,
and syphihs.

BEFORE YOU START TAKING YOUR PILLS
.BE SURE TO READ THESE DIRECTIONS:
Betote you stait tabng your pills

Anyume you are nol suie whai to
. THE RIGHT WAY 10 TAKE THE PILL 1S TO TAKE ONE PILL EVERY |

DAY AT THE SAME TIME

1t you miss pills you coukl get piegnant Thes wachudes starung the

pack late.

The more mills you rruss, the more bkely you are 1o get pregnant
3 MANY WOMEN HAVE SPOTTING Of L IGHT BLEEDING, OR MAY
FEEL SICK TO THEIA STOMACH DURING THE FIAST 1.3 PACKS
OF PILLS.

1 you Tes) sick 10 yout_stomach, do not siop taking the P8 The
problem will usuatly go away. If it Goesn’t go away, check with your
doctor o chmc,

MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEED-
ING, even when you make up Ihese missed pils
On the days you take 2 pdis to make up for rwssed plls, vou could
also teet a hitle sick 10 yow stomach
1 YOU HAVE VOMITING OR DIARRHEA tor any reason, or IF
YOU TAKE SOME MEDICINES, inchiding some antbioics. your
Py may not work as well
Use a back-up method {such 35 congoms, foam, or sponge) untl

check with your doCtor of cheu,
If YOU HAVE TROUBLE REMEMBERING TO JAKE THE PILL, 1aik

10 your doCtol o1 chmic about how to mate pd-laluing easiet O

about using another method ol binth control
IF YOU HAUE ANY QUESTIONS OR ARE UNSURE ABOUT THE
INFORMATION IN THIS LEAFLET. ¢all yous doclor o chnec

~

s

o

@
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BEFORE YOU START TAKING YOUR PILLS

+ DECIDE WHAT YIME OF DAY YOU WANT 10 TAKE YOUR PILL
1§ important to take n 3t about the same ume every day
2 LOOK AT YOUR PILL PACK TO SEE IF 1T HAS 21 OR 28 PILLS
The 21-pill pack has 2% “active” white twith hoimones) pdls to take
ro: 3 weels followed by | week without pifts
e 28-pu) pack has 21 ~active™ white fwith hormones} pills to take
lcn 3 weels jollowed by 1 week of remindes oeach pilts tmihout

hormones|
3 ALSO FIND
Dwhere on the pack 1o siart taking pdis and
2hn what oider to lake the pulls (follaw me ariows)

T Active Pill Coloi: White = T T
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Active Pill Cotor: White
Reminder Pill Color: Peach
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4 BE SURE YOU HAVE READY AT ALL TIMES'
ANQOTHER KIND Of BIRTH CONTROL isuth as condoms. foam,
ot 5p0ngel 10 use 35 3 back-up in case you muss pdis.
AN EXTRA, FULL PILL PACK

WHEN T0 START THE FIRST PACK OF PILLS
You have 2 choice of which day o staft takung your tesi pach of pedls
Decide with your dottos of Cbrec which is the best 0ay tor you, Puck
2 tme of day which will be easy to remember

DAY 1 START:
1. Take the h:s| "actve”~ white pdl of Ihe frst pack during the, fust 24
rs_of a

2. You will not need 10 Use a back-up method of buth contiol, snce
you are staitng the pll 3l the beginring of your penod

SUNDAY START:

1.Take the kst “actve™ while pdt of the tust pack on the Sunday
atrer your period statis, even it you are std bleeding 11 your penod
begins on Sunday, s1a/1 the pact that same day.

2.Use another_method ol brth contiol 85 a back-up method ¢ you
have sex anytime fiom the Sunday you sian your fest pack unul
the next Surmay {7 days) Condoms, toam, or the sponge are good
back-up methods of trth controt

WHAT TO DO DURING THE MONTH

1.TAKE ONE PILL AT THE SAME TIME EVERY DAY UNTIL THE
PACK 1S EMPTY.
Do not skip pills even it you ate spoting of bleeting between
monthly penods o teel sick 10 your stomach (nausea)
Do not sk pills even d you do not have sex very olien
2.WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF
PILLS:
21 pillx; Waa 7 days 10 siai1 Ihe nert pack. You will probably have
YOus penod cuiing that week. Be sure that no more than 7 days
pass belween 21-day packs
28 pills; S1an the next pack on the day after you 1ast “remender ™
pil Do not wan any days between packs

WHAY 1O DO IF YOU MISS PILLS

H you MISS T white “active” pdl-

! Toke 1 25 5000 a3 you remember. Take the next ol at vour regulat
ume This means you may take 2 pills m ) &,

2 You 0o not need 10 use a back-up bei th contiol method i you have
sex

Il you MISS 2 white ~actve” pils in a row n WEEK t OR WEEK 2

ol your pack.

1 Take 2 pdls on the day you remember and 2 pills the aext day.

2 Then take 1 prl 3 day untd you fiwsh the pack,

3 You MAY BECOME PREGNANT if you have sex in the 7 days atier
you ouss pills You MUST use another birth conliol method (such




e
deaths per 100,000 women, degending on agel. Among pdl users
who do not smoke the nisk of dealh rs always jower than thal asso-
tiated with pregnancy tor oy age group, 2ithough over the age of
40 the sk ncreases 1o 32 deaths per 100.000 women compared to
28 assooated with pregnancy al thal age. However, lor pilt users
who srmoke and are ovel the age ol 35 the esumated number of
deaths exceeds those tor other methods of bath control 1) 2 woman
s over the age of 40 and smokes, hes estwnated nsk of geath 1s &
tmes wgher 1112/100,000 women} than the estmated nsk assock
2ted wih pregnancy [28/100 000 women} m that age group
The suggestion that women over 40 who don’t smoke should not
take oral contraceptives is based on informantion from older high-dose
prls and On less selective use of pills than s prachced today. An Adw.
sory Commuttee of the FDA discussed this 1ssue in 1989 and rec-
ommended That the benelits of oral coniraceplive use by healthy,
non smoking women over 40 years of age may outweigh the posss
ble nsks However all women, especially oider women are cau
poned 1o use the lowest dose pilf that 1s etfectve
WARNING SIGNALS

It any of these adverse eltects occw whre you are taking oral con-
racephives, calf your doctor immediately
* Sharp chest pan coughing of blkood of sudden shortness of breath

hnchicatmg a possitde clol i the ung!
Pam in the call indrcating 3 possiie clol i the legl
Crushing chest pan or heaviness in the chest bndicating 2 possi-
ble heait anack}
* Suaden severe headache or vormting, dizziness o fanting, distus-
bances ot vision oi speech, weakness of NUMbNESS @ an arm of
teg bndhcating 3 possible stroket
Suaden partial or complete loss of wsion lndicatng 2 possidle clot
in the eve)
* Breast lumps Dindicating possible breast cancer or hdfoCyshc
disease ol the breast ask your doctos o healih care provider 10
show you how 10 examine your breasts)
Sevece pan or lenderness  the stomach area indicating 2 possi-
ble ruplures bver tumorl
Dithiculty in sleepng, weakness lack of energy. faligue o change
in mood {poss:bly intcating severe depresson)
Jaundice or a yellowing of the skin o eyeballs accompanied bie-
quently by tever. tatugue. 1oss of appeute, dark colored unne or
hght colored bowet movements findicanng possible Iver problems)

SiDE EFFECTS OF ORAL CONTRACEPTIVES
1. Vaginal bloeding - -

.

~ iegular vaginat bleedmg of spoting may occur while ycm are laklng

the pdl. hregular bleeding may vary-kom shght siaining between--
menstrudl penods 10 reakthrough bleeding which 15 3 flow much
ke a teguitar penod lriegular bleeding occurs most often duing the
Inst tew months of orat contraceptve use bul may atso occur after
you have been faking the pil for some time Such bleeding may be
temporary and usudl m?y does not inthcate any sefious problem, It is
#MPos1ant 10 conkinue taking youws pills on schedule 1l Ihe biceding
octurs v mote an 1 cycle of lasts for mose than 3 tew davs. Wik
10 youw doctor os health cate provider,
2. Contact kenses
11 you weat contact lenses and notce a change in vision o an inatnl-
ity 10 wea youn Jenses, contact yous dociol of health care prowder.
3 Fluid retention
Orat contracephves may cause edema (tluxd relention) with swelhng
ol the fingers or ankles and may raise your blood pressure. !l you
expenence tuid relennon, coniact vour doctor ot health care
provider.
4. Mefasma (Mask of Pregnancy}
A spotty darkening of the shin is possible, particularly of the face
5 Other side eftects
Othet side ettects may include change n appetite. headache. ner-
vousness, depression, dizziness, loss of scalp hau, rash and vagmnal
mecuons
It any of these side elfects occur, contact your doctor of heatth cale
provider.

GENERAL PRECAUTIONS
1. Missed periods and use of oral contraceptives before or
during early pregnancy
Al bmes you may not menstruate regutarty after you have completed
taking 2 cvcle of pdls If you have taken yow pills regutarty and miss
1 menstrual penod. conhinue taking your pidfs for the next cycle but
e sure to inform your health care provider before going so I you
have not taken the pils daly as instructed and miss 1 menstrual
penod, of 1 you Miss 2 consecutive menstrual periods. you may be

Tt SUiE TO READ Hioe DIRECTIONS:
Betore you 31211 13king your p'ﬂs

Anytime you are not sure wi

2 THE RIGHT WAY TQ TAKE IHE PILL IS 1O TAKE ONE PILL EVERY
DAY AT THE SAME TIME
1! you miss pdis you could get pregnant. Tins nchudes slasting the
pack late.
The more pils you miss, the more hkely you are 1o get regnant

3 MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING. OR MAY
FEEL SICK TO THEIR STOMACH DURING THE FIRST 1-3 PACKS
OF PILLS
i you teel sick to your stomach, do noi 510p taking the Pt The
problem will usually go away it doesn’l go away, check wath your
doctor o chini.

4 MISSING ?lLLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEED.

ING, even when you make up these missed pils.

On the days you take 2 pills ln make up tor messed pidls, vou coukt

also feel a bitle sick to your s

IF_YOU HAVE VOMITING OR DIARRHEA. for any reason, of F

YOU TAKE SOME MEDICINES, including some anhtmotcs yow

pills may not work as wel

Use 2 back-up method {such as condoms, toam. o spongel untl

you check with your BOCtOr Of Chruc

6 if YOU HAVE TROUBLE REMEMSERING TO TAKE THE PILL, taik
10 yOUr GOCHY Of Chmc about how 10 make pill-taking easier of
about using another method of birth contio!

7.0F YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE
INFORMATION 1N THIS LEAFLET, cafl your 0octor o6 Clhne

»

. BEFORE YOU START TAKING YOUR PILLS

1.DECIDE WHAT TIME OF DAY YOU WANT 1O TAKE YOUR PILL,
It 1s important 1o 1gke it 31 about the same nme every day
2 LOOK AT YO\J’"WNLL PACK TO SEE If IT HAS 21 OR 28 PILLS
The 21-pufl pack has 21 “active” whaa with hormones) pdls 1o take
lo' J weeks, followed by 1 week without pds,
t:3 % has 21 "active” white twith hormones) s 1o take |
(ov 3 weeks, lotiowed by 1 week of remindes Deach pills twinout
hosmones) )
3.ALSO FIND:
1ywhere on the pack to start talung pifs, and
2hn what ordet 1o 1ake the pils {foflow the arrows)
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O 0
OO 0000202070

Active Pill Color: White
Reminder Pill Color: Peach
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BE SURE YOU HAVE READY AT ALL TIMES:

ANOTHER KIND OF BIRTH CONTROL tsuch a3 condoms, foam,
$ponge} 10 use as 3 back-up W case you miss piis,

AN EXTRA, FULL PILL PACK.

-

pregrant Check with your bealth cale providet to deter-
mune whether you ate pregnant Do not continue 1o take oral con-
Hacepuves unnl you afe SUIe YOu are not pregnant, bul continue to
use anoiher method of b ib contro!

There 15 no conclusive evidence that oral contraceptive use is asso-
Ciated with an increase i birth detects when 1aken nadveriently
during early pregnancy, Previously, a few studies had reported that
oral contraceptives m gt be assaciated with birth defects but these
stuthes have not been confrmed Nevertheless. oral contraceptives
o any other drugs should not be used during pregnancy unless
clearly necessary and prescibed by your docior, You should check
with yous doctor about nsks 1o your unborn chdd trom any medica-
UON taken durng pregnancy

2. While breast leeding

It you are breasi teeding, consult your doctor belore starting oral con-
taceptives Some of the drug will be passed on to the child in the
ik, A tew adverse eftects on the child have been reported includ-
g yeliowing of the skin jaundice) and breast entargement. [0 addw
100, 013l contraceptives may decrease the amount and quality of
your mls_ H possibie. do not use osal contraceplives and use another
method of contraception while breast faeding You should consider
starng 0/3) contiaceptives anly alter you have weaned youw child
completely

3. Laboratary tests

It you are scheduled for any laboratory lests, tell your doctor you are
taking buih control prls Certamn blood tests may be attected by birth
control pirs

4. Dvug interactions

Cectan diugs may wieract with birth control pills 10 make them less
etfective in preventing pregnancy Of cause an incréase in break-
through bleeding Such drugs include nfampin, diugs used for

eplepsy such as {lor example and pheny-
o (Didantn 15 ane brand of Thus drug), phenyibutazone lBulnzui-Gm -
15 one brand of s drug) and possibly certam You may

WHEN TO START THE FIRST PACK OF PILLS
You have a chowce of which day to start 1aking your fust pack’of pdis
Decide with your doctof of chric which is the best day Jof you Prck
8 tme of day which wilt be easy 10 ramember
DAY 1 START:
1.Take the furst Bcl'vc white pill of the tiest pack durng the, tust 24
"
2. You wilt not nced to use 3 back-up rnexhod of bath contral, since
you are starfing the pil a1 the begmning o} your penod
SUNDAY START:
1. Take the fust "active” white pll of the hrsi pack on the

Sunday
aller your %gnod s1ar1s. even of you are sill biegcng I yout penod
begins on Sunday. stant the pack that same day.

2. Use _another method ¢l birth contrgl 35 a back-up method o you
have sex anytime {rom the Sunday you starl your fst pack untd
the next Sunday {7 days). Condoms, foam, o the sponge are good
back-up methods of buth contiok

WHAT TO DO DURING THE MONTH

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

Do not skip pils even it you are spotting of bieedmg between
monthly penods o feel sick 10 your stomach (nausenl

Do not skip pifls even d you do not have sex very aft e
. WHEN YOU FINISH A PACK OR SWITCH YOUR BRﬂND OF
PULS:

21 pills; Wai 7 days 10 star: the next pack, You will probably have
your perod dunng thal week Be sure that no mose than 7 days
pass berween 21-day packs

'8 pills; Start the nex) pack on the day alter yous last “remander

;xn Do not wait any days beiween packs

~

need 10 use additional conraception when you take drugs which can
make oral contiaceptives less ellective

S. This product (like a!l oral contraceptives} is intended to
prevent pregnancy. i does not protect against transmission of
HIV [AIDS) and other sexvally transmitted diseases such as
chlamydia. genitai herpes, genital warts, gonorrhes, hepatitis 8,
and syphikis,

WHAT T0 DO If YOU MISS PILLS

It you MISS 1 white ~active” pall

1 Take nt as soon as you remember Take the next pvl 3t your regutar
nime. Thas means you may take 2 pils 0 1 cay,

2.You 4o not need 10 use 2 back-up birth contiol method if you have
sex.

H you MISS 2 white “active™ pifls m a row »n WEEK 1 OR WEEK 2

ol your pack:

L. Take 2 pilts on the day you remember and 2 pdfs the next day,

2. Then 1ake 1 pil) a day untd you bnish the pack

3 You MAY BECOME PREGNANT if you have sex in the 7 days afler
you fmiss piits You MUST use another beth control method {such
as condoms, foam, of sponge} as a back-up tor those 7 days,




.. - Cay

M you are a Sunday Starter:

Keep 1aking 1 pdl every day until Sunday,

On Sunday, THROW OUT the resi of the pack and start 3 new pack
of pills that same day .,

2 You may not have your period itis month but 1his (s expecied
However, d you miss your penod 2 monihs in 3 fow, call your
doctor o chrue because YOU mighi be pregnant

3 You MAY BECOME PREGNANT if you have sex in the 7 m ahes
you miss pils You MUST use anothes birth contral method Isuch
as condoms, foarn. or spongel as a back-up for those 7 days

1 you MISS 3 OR MORE whiie “actwe”™ pills i a 10w iduting the

best 3 weeks)

1 # you are 2 Day 1 Starter:

THROW QUT the teal of the pill pack 20d start 3 new pack of pills
thal 5arme day

i you are 2 Sunday Starter-

Keep taking 1 pill every day unid Sunday

On Sunday, THROW QU7 the rest of the pack and statt a new pack
of mils thal same day

2 You may noi have your penod thus month but 1hiy 15 expecieg
However, it you muss vou- penod 2 months 10 3 iow, call your
doctor o chnic because might be pregnant

3 You MAY BECOME PREGNAm i you have sex m the 7 days ahier
you uss pills. You MUST use another birih control method Isuch
as condoms_ foam, of sponge) 3s a back-up for those 7 days

A R FOR THOSE ON 28-DAY PACKS:

1 you lorget any of the 7 peach “reminder” pifls n Week 4
THROW AWAY the pills you missed

Keep taking 1 pill each day until the pack 1§ empty

You do not need a back-up method

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

Use a BACK-UP METHOD anyime you Rave sex.

KEEP TAKING OME “ACTIVE™ PILL EACH DAY unid you can reach
your doctor ot Chmg

6. Missed periods, spotting of light bleeding

Al times, you may not have a pencd aher you have compleled 3 pack
of pilts I you miss 1 penod but you have 1aken the pdls exactly as
you were supposed to continue as usual mio the next cvele W you
have rot taken the pifis correctly, and have missed » penod you may
be pregnant and you should stop taking the Pilt unti your goctor or

* chnec determines whether of not yGu & DIEGhafl Untd You Can (3K

10 your doctor o¢ chnic, use an appropnate back-up bicth conuot
method. It you miss 2 consecutive penods. you should stop taking
the Pill unnl it 1s determined that you are not pregnant.

Even it spoiting o Iight bieeding shoud occur, continue taking the
Pl actording 10 the schedule  Should Spoiting o hghl bleeding
persist, you should noufy your docior o Chrac

7. Stopping the pill before sutgery or prolonged bed rest

1f you are scheduled lor surgery o you need to stay i bed for a tong
perod of hme you should tell your doctor thal you are on the Pl
You should s10p taking the Pill tour weeks before your operation to
avoud an increased nsk of biood clots Talk 1o yous docior aboul when
You may start taking the Pill again

8. Starting the pill after pregnancy

Atter you have a baby it is adwisable to wan 4-6 weeks befoce stan-
ing to 1ake the Pl Tatk 1o yous doclor about when you may start
taking the PAl after pregnancy.

9 Pregnancy due to pill failure

When the Pill 1s 1aken cofrectly, the erpected pregnancy rate is
approxmately 1% be, 1 pregnancy pes 100 women per year) M preg.
nINCY oCCurs while taking the Pill, there is bitle nsk to he tetus The
typical fodure rate of large numbers of pd! ysers is less 1han 3%
when women who tave mussed pdis are included It you become
pregnant, you should discuss your pregnancy with yow dociof.

10, Pregnancy after stopping the pitl

There may be some telay m becomng pregrant after you stop taking
the Pill. especially i vou had itreguiar penods before you started
using the Pil Youw doctor may recommend that you del2y becoming
pregnant untd you have had one of mote tegular periods

There does not appear 10 be any increase  birth detects i newborn
babies when pregnancy occurs soon atter stopping the Pill

11. Overdosage

There ate no reporis of serious diness or side eftects in young chik
dien who have swaflowed 2 laqge Pumber of plls In adults, ovei-
dosage May cause NAusea andior bleedhng in lemales In case ol
overdosage, conlact your docton, chmc o pharmacrst

12. Other information

Your goctor ot chme wall take a medical and lamdy story and will
examune you before prescnbing the PAl The physical exammation may
be dgelayed 10 another uime 1l you request 1t and the heahh care
provider believes that 1 1S a good medhcal practice 10 postpone 11 You

should be reexamined a1 least once 3 vear Be swe to nform your

doctor or chrc l there is a famiy hestory of any of the condmons
Fsted previously in ihis leallel. Be sure 1o keep all apponiments with
your doctor O chnit because this is 3 me 10 determune if theie are
eally sONS of sidte eMects Jrom vsing the P,

Do not use the Pil fof any condinon othet than 1be one for winch n
was prescrbed The Pl has been prescribed speciically tor you, do
nol gve 1t 1o athers who may want birth contro! pitls

1 you want more information about birth control pills, ask vour doctar
o1 chnic. They have a more techmcal leallet called PHYSICIAN
LABELING which you might want 10 read

NON-CONTRACEPTIVE HEALTH BENEFITS

* In addion 10 preventing pregnancy. use of oraf contracepiives may
* prowide certamn non-contraceptive health benelus

* Menstrual cycies moay become more r

* Blood liow during menstruation may be l-gme: and less won may
be lost. Therelore, anemia due 1o ¥on dehciency is less hiely to
occur

» Pain o other symptoms duning mensiruation may be encountered
less frequently

« Ectoph tiubal) pregnancy may occur less drequently

» Noncancerous cysts of lurnps in the breast may occur fess fre-
quently

* Acute pelvic inflammatory chsease may occur less frequently

+ Oral connacepive use may fvovide SOMe Protection aganst devel
oping two 1grms of cancer: cancer of e ovaries and cancer of the
ning of the uterus

» I you want more mformaton aboul birth control pils, ask your
doctor or pharmaaist They have a more 1echnical leallet callad the
Protessional Labeling, which you may wish 1o read

Store ai controfied room temperature 15-25°C (59-77°F)

Keep this and afl medications out of the reach of chidren.

BRIEF SUMMARY
PATIENT PACKAGE INSERT
This product {bke all oral contraceptives) is intended to prevent

pregnancy. h does not protect against HIV infection (AIDS) and
other sexually v Znsmitted diseases.

Oral contracepiives, also known as “bath contiol pilis™ o “the pill,”

ae taken 1o prevent pegnancy and, when taken cortectly. have a
lathute (d1e of 3bout 1% per year when ysed without Mussing any

y For sy
wvmen orat conuacephves e also Itn ol sel-ous of unpleasant
side effects However, forgeting to take ofal contraceptives conss-
erably increases the chances ol pregnancy.

For the majosity of women, oral contraceptives can be taken sately
but there are some women who are at hugh 113k of developing certam
senous diseases (hat can be hle-thrgatenng or M3y Cause tempotaty
of permaneni chsability, The risks associated with takmg oal contra-
ceptives increase significantly 1f you
* Smoke 3
« Have high blood pressure, diaberes or high cholestercd
* Mave or have had clottng dsorders, hearnt 3ftack, sroke. angna pec-
lons, cances of the beeast or _Sex oigans. Bundce o makgnant o
berugn ver rumors
You shoulkd not take the pdl if you suspect you ate pregnant o have
unexptaned vaginal bieeding

Cigarefte smoking increases the rish of serious cardiovasculas
side eftects from oral contraceptive use, This 1ixk increases
with age and with heavy smoking (35 ot more cigasettes pet
day] and is quite marked in women over 35 yeass of age.
Women who use orsl contraceptives are strongly advised 0ot
to smoke.

Most sde etfects of (he pit are not serous  The most common such
eftects are nausea, vomiting, bleeding berween menstrual penods,
weght gam, breast tertterness and dificully weanng contact lenses,
These side eliects, especrally nausea and vormsting, may subsidge
within the tast 3 months of use,
Thc senous side ellects of the pill occur very intrequentily, especially
YOU 218 in goDU health M 6 young Howeves, you ShOud khow
vhav the following medical condinons have been assocated with or
made worse by the pill
1 Blood clots i the legs or hungs
embolism), stoppage of (uplute of a blood vessel v the c-am
{stroke). biockage of biood vessels i the heart heart attack o¢
angina pectofis). eve or ather organs of the body. As mentioned
above, smokmg intreases the nsk of heart anacks and stiokes
and subsequent senous medical consequences.
2.Liver tumors, which may fupture and Cause severe bleetng. A
possible but not debrute 25500aTON has been found with the pil
and hiver cancer However, hver cancers are exitesnely rare The

—_—— dlanwoloevebpmgltveimncelhomusmgmemlnsﬂmsmn

catee

3 High blood pressure, although blood pressure usually teturns to -

normal when the pill is stopped
The symplors associated with these serious sde effects are dis-
cussed in the detailed leaflet given 10 you with yout supply of pills
Notty your doctor or heatth care providet  you rotice any unusuat
physical disturbances while taking the pil in additon, drugs such as.
rifampin, as well 2s some anii-CONVUISaNts and SOMe ANTBIOHLCS, MYy
decrease ofal coniacediive effectveness
Stuthes 10 date of women taking the pdl have not shown an incsease
@ ihe nckdence of cancer of the breast of cervin. There s hawever,
mnsutticient evidence o rude oul the possbility that the pdl may cause
such cancers Some studies have reported an incrsase i the risk of
developing breast cancer, patticularly at a younger age This
mnereased sk appears 1o be related to duaton of use,
Taking the pil provdes some iMportant non-conuacep!we health
benefns, These include less painful mensiiuation, less mensirual
blood loss and ane lewer petnc infechions and fewer cancers ot
the ovary and the bring of the ulerus.
Be sure 10 discuss any medical condition you may have with your
heatth care prowder. Your health care provider will 1ake a meccal
tarmudy history belore prescntung oral contraceptives and wil exarmine
You The physical examnaion may be detayed (o anothes me if you
request it and the hesith care provider beheves that i 1s a good
medical practice 10 posipone it. You should be reexamuned ai least
once a year whie taking oral conuacepirves, The detaed panent
ntormanon leafler gives you turther inlormahon which you should
1@ad and dscuss with your health care provider,

HOW TO TAKE THE PILL

See hull text of HOW TO TAKE THE PILL which is Dﬂnxed o tull in
the DETAILED PATIENT LABELING.
Keep this and all medications out of the reach of children.
Rx onty
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Low-Ogestrel'—é1

inorgestrel and ethingl estradsol tablets USP. D 3 mg/ 03 mg)

Low-Ogestrel-28

norgesirel and ethiny! estiadiol tablets USP, 0 3 mg/0 03 mg)
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Low-Ogestrel®-28
{norgestrel and ethinyl estradiol tablets USP, 0.3 mg/0.03 mg)
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TAKE ALL REMAINING WHITE TABLETS BEFORE TAKING COLORED TABLETS.
BE SURE TO READ THE PATIENT LABELING
Mfg. by: Searle & Co., San juan PR 00936
& sA for: WATSON PHARMA, Corona, CA 91720
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Rx only

Low-Ogestrel®-28

{norgestrel and ethinyl estradiol tablets USP, 0.3 mg/0.03 mg)
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EACH WHITE TABLET (21) CONTAINS NORGESTREL 0.3 MG AND ETHINYL
ESTRADIOL 0.03 MG. EACH PEACH TABLET (7] CONTAINS BNERT INGREDIENTS.
STORE BETWEEN 15°- 25°C (59°- 77°F). ..
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Low-Ogestrel°-28
{norgestrel and ethinyl estradiol tablets USP, 0.3 mg/0.03 mg)
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Low-Oge#treI ©-28

{norgestrel and ethinyl estradiol tablets USP, 0.3 mg/0.03 mg)

EACH WHITE TABLET (21) CONTAINS NORGESTREL 0.3 MG AND ETHNVL
ESTRADIOL 0.03 MG. EACH PEACH TABLET (7) CONTAINS INERT INGREDIENTS.
STORE BETWEEN 15°- 25°C (59°- 77°F).

A03589



Low-Ogestrel*-2]

(norgestrel and ethinyl estradiol
tablets, USP, 0.3 mg/0.03 mg)

Each white tablet {21) contains norgestrel
0.3 mg and ethinyl estradiol 0.03 mg.

Tablet Dispenser

3 52544-847-21 5
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Low dgestrel*-21

{norgestrel and ethinyl estradiol
tablets, USP, 0.3 mg/0.03 mg)

Each white tablet (21] contains norgestrel
0.3 mg and ethinyl estradiol 0.03 mg.

Tablet Dispenser

6 units of 21 tablets
Rx only

Usual Dosage: Take one tablet
daily as directed. Please see enclosed
full prescribing information.

Store between 15°- 25°C {59°- 77 °F).

Mfg. by: Searle & Co., San Juan PR 00936
for: WATSON PHARMA
A Division of Watson Laboratories, inc., Corona, CA 91720



