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FULL PRESCRIBING INFORMATION

WARNING: CIGARETTE SMOKING AND SERIOUS CARDIOVASCULAR
EVENTS.

Cigarette smoking increases the risk of serious cardiovascular events.
from combination oral contraceptive (COC) use. This risk increases with
age, particularly in women over 35 years of age, and with the number of
cigarettes smoked. For this reason, COCs are contraindicated in women
who are over 35 years of age and smoke [see Contraindications (4)]

1 INDICATIONS AND USAGE

(chewable) and fer
{chewabl) re indicated for use by el of reproducte porentalto pevent
pregnancy

2 DOSAGE AND ADMINISTRATION

2.1 How to Start Norethindrone and Ethinyl Estradiol Tablets (chewable) and
Ferrous Fumarate Tablets (chewable)

{cheustie and ferrous
{chewsbie are dispensed i 3 bister pack (se How SuppledStorage and Handling (161
Norethinrone a1 ethinyl stradiol ta0kts (chewabe) s and ferrous fumarate tal

(oo mey be tatod g e 2 Doy & Scrsor & Sumia strt o T For
the it cyck of 3 Sunday Start regimen, an eddkional method of contraception shoud
be used unti after the first 7 consecutive days of administratior

2.2 How to Take Norethindrone and Ethinyl Estradiol Tablets (chewable) and
Ferrous Fumarate Tablets (chewable)

(chewable) and ferrous
(chewable) (yelow actietabets and brown placebo ablets) may b swalowed ol or
drink a ful glass (8

Somees) o b s swaing.

Table 1: Instructions for Administration of Norethindrone and Ethinyl Estradiol Tablets (chewable) and Ferrous Fumarate Tablets (chewable)

Starting CHCs in women not currently using hormonal contraception (Day 1 Day 1 Start:
Start or Sunday Start)

+ Take first yelow active tablet on the first day of menses.
Important:  Take subssauent yskow scie taes once dal o the sams i esch day fo 3 totalof 21 days
Consider the posslbiity of ovulation and conception prior to inftiation of this product,  Toke one brown plceb (e aay fo 7 caye and a e same fime of G2y that actve tabes

i asch s bseiuent pack on he sama day of he ik o 1 fre cyck pack (e ot day ate vakingthe st nctie able)
+ Jablet color:
eindron s ety sl scve tablts (chewae) ore yelow (Day 1t 03y 21)
+ rous umarata (cnowabi) pacabe tars e brown (Dey 22 1 oy 287

Sunday Start:
+ Take first active tablet on the first Sunday after the onset of menses. Due to the potential risk of becoming pregnant, use additional n
hormonal contraception (such as condoms and spermicide) for the st seven days of the patients first cycle pack of norethindrone and ethinyl estradiol tablets (chewable) and ferrous fumarate tablets (chewable).

« Take subsequent yellow active tablets once daiy at the same time each day for a total of 21 day
 Toke onc brown pateb tablet caly fo the folowing 7 deys and at the same G of day that active tablets were aken.

+ Begin each subsequent pack on the same day of the week as the first cycle pack (1., on the Sunday after taking the last and not needed.
Swieting to norethindrone and ethinylestradiol tablets (chewabe) and ferrous fumarate tablets (chewake) from anther hormanal contraceptiveStart on the same day that o new pack o (e previousormonil contraceptie would nave started
Switching from anot} biets (chewable) and ferrous fumarate tablets (chewable) Start norethindrone and ethinyl estradiol tablets (chewable) and ferrous fumarate tablets (chewable):

+ Transdermal patch +On the day when next appikcation would have been scheduled.

« Vaginal ring + On the day when next insertion would have been scheduled

* Injection + On the day when next injection would have been scheduled

* Intrauterine contraceptive + On the day of removal

+ Ifthe 1UD & not removed on fist day of the patient's 3 s condoms and spermicide) is needed for the first seven days of the first cycle pack.
* implant + On the day of removal

Complete instructions to faciitate patient counseling on proper tablet usage are located in the FDA-Approved Patient Labeling.

Startig Norettindrone and Ethiny! Estradiol Tablts (chewabl) and Frrous
Fumarate Tablets (chewable) after Abortion o Miscarriage

First-trimester

" it frstrinester sboronor micartioge noretindroneand e el

it (chewabe) and ferous fumarate talets (chewabe)ma
Immetiey. "
and ethiny! eslradm tablets (chewable) and ferrous !umarate it enema e
Started within 5 days after termination of the preg

+ T moretinarane and ehiy eoracil tilts (Chewabi)and frrous fumarate




as condoms
and Spermicide or the frst soven days of e frat Cyce pock of norethinirone
and ethinyl estradiol tablets (chewable) and ferrous fumarate tablets (chewable).

{ablets (cheabl)are not started witin 5 days after erminatin of the regnancy.
(su

©

econd.-trimester

+ Do not start ntil 4 weeks after a second-trimester abortion or micarriage, due to
thencreased sk of hramboembok dsesse, tart noreinrone and ety

(chewable) and fer (chewabe), following the

instructons in Tabk 1 for Day 1 o Sunday start, 2 dested. Ifushg Suncay stat,

e actonal nor-normonlcontraception (sch a condorns and spermicle) for
e festseven days ofthe Datmtshrszcy(b pack alnnre{mndrane and ethiny

wable) and fer hewable). [See
Comirandeatons (4, Warnings and Prcoutons > 1 and Fon_Approved Patent
eling.]

Starting Norethindrone and Exhiny! Estradiol Tablets (chewable) and Farrous
Fumarate Tablets (chewabie) after Childbirt

* Do not start until 4 weeks after delvery, due to the increased risk of

ethiny estradiol tablets (chewable) and ferrous fumarate tablets (chewable)
folowing the nstructons in Table 1 fo women not currenty using hormonal
contraceptior

. ifthe women s notyet had a period postpartum, consier the posshbity of
ovulation ar

(chemanie) and ferrous (chewabe). [See
Contraindications (4), Warnings and Precautions (5.1), Use in Specific Populations
(8.1 and 8.3), and FDA-Approved Patient Labeing].

2.3 Missed Tablets

« If one yellow active tablet is missed in Weeks 1, 2, or 3

+ If two yellow active tablets are missed in Week 1 or Week 2

« I two yellow active tablets are missed in Week 3 or three or more yelow active tablets are missed in a row in Weeks 1, 2, or 3

2.4 Advice

In case of severe vomiting or diarrhea, absorption may not be complete and additional
contraceptive measures should be taken. If vomiting or diarrhea occurs within 3 to 4
hours after taking an active tablet, hande this as a missed tablet (see FDA-Approved
Patient Labeling).

Case of Gastrointestinal Disturbances

3 DOSAGE FORMS AND STRENGTHS
Norethindrone and Ethinyl Estradiol Tablets, USP (Chewable) and Ferrous Fumarate
Tablets (Chewable) are available i cartons of 3 bister packs.

Each bister pack contains 28 tablets in the folowing order:

21 yellow, round, uncoated flat (active) tablets debossed with 226" on one side of
the tablet and piain on the other side and each containing 0.4 mg norethindrone
and 0.035 mg ethinyl estradiol.

+ 7 brown, round (non-hormonal placebo) tablets debossed with 291" on one side
of the tablet and plain on the other side and each containing 75 g ferrous
fumarate. The ferrous fumarate tablets do not serve any therapeutic purpose.

4 CONTRAINDICATIONS
(chewable) and ferrous

(chewable) are contraindicated n females who are known to have or develop the

folowing condiions:

+ Ahigh risk of arterial o venous thrombotic diseases. Examples include wormen who
are known to:

« Smoke, if over age 35 [see Boxed Warning and Warnings and Precautions
601

Have deep vein thrombos’s or pulmonary embolism, now or in the past [see
Warnings and Precautions (5.1)]

Have inherited or acquired hypercoagulopathies [see Warnings and
Precautions (5.1)]

- Have cerebrovascuar disease see Warnings and Precautins (5.1)]

*+ Have thrombogenic i of eombobaa i Saertes 1 he heart
{for example, subacute bacterllendocaralts wth vabwar dsease, o atrl
ﬁbrmmmn) [see

nconreobodmypanson foes Wiz o recautons (51

e s g i vaseor e fs errings nd Frocautons

(5.6)

Have headaches with focal neurological symptoms or have migraine

headaches with aura (see Warnings and Precautions (5.7)]

+ Women over age 35 with any migraine headaches [see Warnings and
Precautions (5.7)]

+ Liver tumors, benign or malignant, or fiver disease [see Warnings and Precautions
(5.2)]

Undiagnosed abnormal uterine bleeding (see Warnings and Precautions (5.8)]
Pregnancy, because there s no reason to use COCs during pregnancy [see
Warnings and Precautions (5.9) and Use in Specific Populat

Current diagnoss of, or history of, breast cancer, which may be hormone-
sensitive [see Warnings and Precautions (5.11)]

Hypersensttviy to any of the compor

+ Usaof Hepatts © ntaining
Or wihout dasabas, due t the potentalfor ALT elcvaions (e Warmings and
Frecautons (.91

5 WARNINGS AND PRECAUTIONS
5.1 Thrombotic Disorders and Other Vascular Problems

+ Stop norethindrone and ethinyl estradiol tablets (chewable) and ferrous fumarate
tablets (chewable) f an arterial thrombotic event or venous thromboembolc (VTE)

Stop norethindrone and thinyl stradol tablts (chewable) and fertous fumarate
fablts (chewsble)f there s nexplaned oss of vsion, proptosi,ploia
 retnalvoscula kesons. Evaluate for reinalvei thrombesis

ity
I Teasbe, sop norethindrone and ethin etracloltablts (chewable and frrous
fumarate tablets (chewable) at least 4 weeks before and through 2 weeks after
major surgery or other surgeries known to have an elevated risk of VTE as wel s
during the folowing prolonged immobilization.
Start norethindrone and ethinyl estradiol tablets (chewable) and ferrous fumarate
tablets (chewable) no earlier than 4 weeks after delvery, in wome
breastfeeding. The risk of postpartum VTE decreases after the third postpartum
week, whereas the risk of ovulation ncreases after the third postpartum week.
The use of COCs ncreases the ik of VIE However,pregnancy ncreases th risk
VTE as much or more than the use of COCs. The risk of VTE in women usin
COCs 53 05 per 10,000 woman-years. The risk of VIE f highest durng the st
year of use of COCs and when restarting hormonal contraception after fa
Waeks or nger. The sk of thromboempole disease due to COCS gradaly
disappears after use s discontinued.
se of COCs also increases the risk of arterial thromboses such as strokes and
myocardal nfarctions, especialy in women with other risk factors for these events.
COCs have been shown to increase both the relative and attributable risks of
cerebrovascular events (hrambotc snd hemarhagcstroke). The ik ncreases
with age, particularly in women over 35 years of age who smoke.
+ Use COCS with cauton n women weh eardovascuir dsease Fik factors,

5.2 Liver Disease.

Impaired Liver Function

Do not use norethindrone and ethinyl estradiol tablets (chewable) and ferrous fumarate
fablts (chewable) i wormen wkn uer diease,such a5 scute vral hepatts o severe

osis of er Isee cute or chronic
iturbances of er functon may necessiate the discontnuaton of COC use untl
markers of er functon return t normal and COC causaion has besn exchidea.

Decentaue norethndone ond ety strado tobies (chewsbe) and ferrous fumarate
tablets (chewable) f jaundice develo

Liver Tumors

(chewable) and ferrous
{chewabl)are contraingkated n women weh benign and malgnant er tumors [see
Contraindications (4)). Hepatic adenomas are associated with COC use. An estimate of
sl i & 53 cases/100,000 COC user. Ruptureof Nepatc adenomas may
cause death through intra-abdominal hemorrhag

Studies have shown an increased risk of developing hepatocebulr carcinoma in long
et (= years) COC Users.However, the 15K of e cancers n COC users 695 han
one case per millon users.

5.3 Risk of Liver Enzyme Elevations with Concomitant Hepatitis C Treatment.

During cliical trils with the Hepatiis C combination drug regimen that c
AT dlevatons areater than 5
times the upper imi of norral (ULN) ncuding some cases greater than 20 times the

ing
memcanons such as COCs. Discontinue noreminarone and ety estradol abets

(chewable) and ferrous fumarate tablets (chewable) prior to starting therapy with the
:emmnanun rug regmen with o
@) (chewable) and

fere 2 weeks folowing
et omtuefiistinnied iadposiostit ot

4 High Blood Pressure

(chewable) and ferrous
(chewable) are contraindicated in women with uncontrolled hypertension or
hypertension with vascular disease [see Contrandications (4). For women wih wel-
controlled hypertension, montor blood presstire and stop norethindrone and ethiny!
(chewable) (chewabl)  blood pressure
rises signiicantly.
An increase in blood pressure has been reported in women taking COCS, and this
increase s more liey in older women with extended duration of use. The incidence of
hypertension increases with ncreasing concentrations of progestin

5.5 Gallbladder Disease
Studessuggest s sl cresed e ek of develoing gabiodder dscsse among
COC users. Use of CO galbladder disease. A past history of
COC 1ata choetads radets anncrsased e wih <ubsemoert COC oe wormen
wih a history of pregnancy-reiated cholestasis may be at an increased risk for COC
related cholestasis.

5.6 Carbohydrate and Lipid Metabolic Effects

Carefully monitor prediabetic and diabetic women who take norethindrone and ethiny!
estradiol tablets (chewable) and ferrous fumarate tablets (chewable). COCs may.
lecrease glucose tolerance.

Consider for women with . A smal

proportion of wormen willhave adverse ipid changes whie on COCs

Women with hypertriglyceridemia, or a family history thereof, may be at an increased

risk of pancreatitis when using COCs.

5.7 Headache

If  woman taking norethindrone and ethiny estradiol tablets (chewable) and ferrous

fumara tblts (chenabl) develops new hesdaches that are ecurrent, persiten or

severe, ablets

L:hewab\e) and ferrous fomarate tabiets (chewae) § mek aed

Cons (chewable) and

rout marme tablets (chewsble)  the case o ncreased requency or severky of
ent).

5.8 Bleeding Irregularities and Amenorrhea

Unscheduled Bleeding and Spotting

Unscheduled (breakthrough or intracyclic) bleeding and spotting sometimes occur in

patnts on COCs,especily durng th frt hree months of use. Ifbesang persistsor
curs after previously requiar cycles, check for causes such as pregnancy or

malgnancy. I paihology and pregnancy are excluded, beeding teguarkics may resolve

Over time o i a change toa dfferent contraceptie product

Women who use norethindrone and ethiny estradiol tablets (chewable) and ferrous

instructions for Missed Norethindrone and Ethinyl Estradiol Tablets (chewable) and Ferrous Fumarate Tablets (chewable)

Take the tablet as soon as possible. Continue taking one tablet a day unti the pack is finished.

shed. Adiional non-
‘missing t:

ok e o mised tabets o soan s possible a7 the e i st et e et oy, Contrue kg one bkt o do e pack e
\ormonal contraception (such as condoms an micide) should be used as back-up  the patiant has sex within 7 days

Day 1 start: T the pack and start
Continue taking one tabiet & day s Sunday. than throw out the ret ofthe pack sndstarta nw pack tht samadoy
AddRlonal non-hormonal contracsption (such as condoms and sparmicids) shouid be used as back
i if the patient has sex within 7 days after missing tablets.



fumarate tabets (chewable) may experience amenorrhea. Some women may experience
of COCs, esps sucha
condition was preexistent.
1f scheduled (withcrawa beeding does ot occur, onside the possiiky of preonancy
1 the patknt has not adhered tothe prescribed dosig scheduls (mi
cve talts o started tking the o a doy ater than sheshoud have)-consderthe

possibity of b perl

amos mereares 1 s patent ot ndherod t e arescr e e e s
two consecutive periods, rule out pregnancy.

5.9 COC Use Before or During Early Pregnancy

Extensive coleniologc studesnave reveded o nereased ik o bt dfecs
have used oral contraceptives ncy. Studies also do not

g arogenc eHec parkuany i fo o o :arma: anomle and b

o taken nadvertenty

oty o Toct omarate taee ehewa) uoe  brgrancy & conimed
Administration of COCs to induce withdrawal bleeding should not be used as a test for
pregnancy [see Use in Specifc Populations (8.1)]

5.10 Depression

Carefull observe women with a history of depression and discontinue norethindrone.
and ethinyl estradiol tablets (chewable) and ferrous fumarate tablets (chewable) if
depression recurs to a serious degree.

5.1 Malignant Neoplasms.

Breast Cancer

(chewable) and fe
{chevabi) re contrandicate n females who curenty Have of have had breast cancer
Isee @

have not found a between use of combined
oral contraceptives (COCs) and breast Cancer ik, Studies do not show an associaton
eeen ever (currsnt o pas)use of COCs and ris ofbresst cancer,

studes report a smal ncresse e rok of reast concer among Currant or recemt

users (<6 Months sice las use) and current users Wi longer Guraton of COC use

[see Post Marketing Experience (6.2)].

Cervical Cancer

A causal relationship between the use of CHCs and the development of cervical cancer

and ntaepithelal neoplsiahas not been cleal estabished. In bservatona studes,
Sociated with an increase in the risk of

Cervical cancer or piracpfhelal neopiash. However, there coNtnugs to be controversy

about the extent to which such findings may be due to differences in sexual behavior

and other factors.

5.12 Effect on Binding Globulins

‘The estrogen CoCs may. of thyroxine-

binding globuin, sex hormone-binding globuiin, and cortisokbinding globuin. The dose of

replacement thyroid hormone or cortisol therapy may need to be increased.

5.13 Monitoring

A woman who s taking COCs should have a yearly visit with her heakhcare provider for

a blood pressure check and for other indicated healthcare.

5.14 Hereditary Angioedema

in women with hereditary angioedema, exagenous estrogens may induce or exacerbate
symptoms of angioed:

5.15 Chloasma

Chioasma may occasionally occur, especiall in women with a history of chioas:
gravidarum. Women with a tendency to chioasma should avoid exposure to the sun or
(chewable)

whie taking
and ferrous fumarate tablets (chewable).

6 ADVERSE REACTIONS

‘The following serious adverse reactions with the use of COCs are discussed elsewhere in
the labeing:

+ Serious cardiovascular events and stroke [see Boxed Warning and Warnings and
Precautions (.1)]
+ Vascular events (see Warnings and Precautions (5.1)]

Liver disease [see Warnings and Precautions (5.2)]

‘The following adverse reactions are commonly reported by COC users. Because these.
reactions are voluntariy reported by from a population of uncertain size, &t s not aiways.
possoe o relabyestmatethe frequency o establsh a causlreBtonsh to drug
exposi

+ Irreguiar uterine bieeding
+ Nausea

Breast tenderness
Headache

6.2 Post Marketing Experience

Five stuies chat compare bresst cancer sk between ver-users (curent or past use)
of COCs and never-users of COCs reported o association between ever use of C(

and brenst cancer ik, wih efect estmetes ranging from 0.90 - 1.12 (Fgure 1).

‘Three studies compared breast cancer risk between current or recent COC users (<6

months since last use) and never users of COCs (Figure 1). One of these studies

reported no association between breast cancer risk and COC use. The other two studies

found an ncreased relative rii of 1.19- 1,33 weh current o recent use:Both of these

Studies found an increased risk of breast cancer with current use of longer duration,

e ks ranging from 1,03 weh s than one year of ol weto
approximately 1.4 with more than 8-10 years of COC us

Figure 1. use

RR = relative risk; OR = odds. azard ratio. “ever COC” are females with
Ciren o otk CO o “revr COC ume e el (ot nvr toce COCs

7 DRUG INTERACTIONS

Consut theabelng of concurenty s g o bt urtne eforaton sbout
nteractions wi

7.1 Effects of Othy

Drugs on Combined Oral Contraceptives
reasing of COCs and

the efficacy of COCs

Drugs ornerbalproductstra nduce certan enzymes incdig ytochvome PAS0 344

(CYP3A4), may of COCs a
ectan o Coce o et recrinraut, bt Somme rugs o herba\
products tat of ud

enyton, barbkyates, carbamazepie, boserian, fobarats, grSsofue,
Ecaroastpine. HTamokin opramete. iabata rofnamie, spreptant. and products
Contaning . oh's wort. Interactions between hormona contraceptives and other
Grugs may leat 1 breakthrough bleeding andlo Conraceptve e, Counselwomen
o use an akernative method of contraception or a back-up method when enzyme
inducers are used with COCs, and to continue back-up contraception for 28 days after
fscontinuing the enzyme inducer to ensure contraceptive rela
Coleseuelans Colesevela, o b acd sequestrant, ghen together wth 2 COC, has been
shown to signficantly decrease the AUC of EE. The drug interaction betwes
e et whe Secrexscd when 1 i ar v prdcs weve gven
4 hours apart.

ubstances increasing the plasma 1t CoC

Co-administration of atorvastatin or rosuvastatin and certain COCs containing EE
increase AUC values for EE by approximately 20% to 25%. Ascorbic acid and

possibly of
conjugation. CYP3A4 inhibitors, such as traconazole, fluconazole, grapefrut juice, or

Human C virus (HEV) and

‘non-nucleoside reverse franscripfase inhibiors.

Significant changes (increase or decrease) i the plasma concentrations of estrogen

and/or progestin have been noted in some cases of Co-adminitration with HIV protease

inhibitors (decrease [e.g., nefinavir, ritonavir, darunavir/rionavi,
and

 or increase [e..,
indinavir and MY nevirapine]
o increase [e.g., etravirine]).

7.2 Effects of Combined Oral Contraceptives on Other Drugs
€OCs containing EE may inhibit the metabolism of other compounds (e.g., cyclosporine,
m

trations.

acetaminophen, clofibric acid, morphine, salcyic acid, temazepam and lamotrigine.
Signiicant decresse I plasma concentraton of \amnmgme nas been shown, kel due o

inductior

ot ag et of et ey b4 neeeatory

Wormen on thyrold hormane replacement therapy may nead ncressed doses o thyrod

e o ot e it Procautons 5,137

7.3 Concomitant Use with HCV Combination Therapy - Liver Enzyme Elevation
ok co-sdmisternorethindrone and thiny!estradltablts (chewatle) nd frrous

fumarate tabets (chewable) with HCV drug combinations containing ombitasvir

Dorkapreut onave, wih o WANGUL dcapui due t povental for ALT ivatins (see

Warnings and Precaitions (5.3)]

7.4 Interference with Laboratory Tests

The use of may of certain ytests,
such as coagulation factors, ipids, glucose tolerance, and binding proteins.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

There st or no increased risk of birth defects in women who nadvertently use COCs

during early pregnancy. Epidemiologi studies and meta-analyses have not found an

increased risk of genkal o non-gental bith dfects incidng cardiac anomales and
ucton defects) clowng exposure o ow dose COCs pri o conception or

Guring eory rogne

Do not use COCs to mdu(ewmdrawal bleedng a atest for pregnancy. Do ot use

COCs during pregnancy to treat threatened or habitual aborti

8.3 Nursing Mothers

Adviseth nursing mother o use ther forms of cotraceptin,when possile,unti she
has weaned herchid. COCs can reduce mk producton n breastfeeding mother:
is less likely to occur once breastfeeding is wellestablshs o oceur stany
e n Some women. Smal amounts of ora Contraceptve terolds andior mecaboltes
are present in breast mik.
8.4 Pediatric Use

ey nd ey of norethione ond sty estradil tolets(cowabi) ondfrros
Tomaroa s (i) vt b oD I wame of Teproducs
Efficacy is expected to be the same in post-pubertal adolescents under the age nf 18
years as for users 18 years and older. Use of this product before menarche
indicated

8.5 Geriatric Use

(chewable) and ferrous
(chewable) have not been studied in postmenopausal women and fs not indicated i this
population.

8.6 Hepatic Imp.-irmam

(chewable) and
Hoddilssivicecstel {chauibie) has ot been sudied i wormen WEh hep

Impalment Howouer 5010l harmones may ve poory metabalied n ptierts i

ReDai. ek e Kcuta or Chront. GSturbamct of W fanchon ey necasskate the
discontinuation of COC use unti markers of lver function return to normal and COC



causation has been excluded (see Contraindications (4) and Warnings and
Precautions (5.2)]

8.7 Renal |mp=|rm=m

(chewabe)snd
ferrous umarate iets enoun has mot vean Seiod m women wknr
impairmer

10 OVERDOSAGE
‘There have been no reports of serious il effects from overdosage of oral
contraceptives, Inckuding ingestan by chiren. Overdosage may cause whhrawsl
bleeding in females and n

11 DESCRIPTION

Norethindrone and ethinyl estradiol tablets, USP (chewable) and ferrous fumarate tablets
(chewable) the

o includes
21 yelow tablets composed of norethindrone and ethinyl estradiol folowed by 7 brown
ferrous fumarate (piacebo) tablets. The chemical name for norethindrane is 17-hydroxy-
19-nor-1 for 19-
3,5(10)-trien-20-yne-3,17-diol. The structural formulas are:

nor-17a-pregna-

o o’

NORETHINDRONE ETHINVLESTRADIOL

The sctiv yekow noretingrone and et esradiol tabks (chewable) contan 04 g

folowi
coloidal siicon dnxde, Gack com bhosphare, b & ¢ felow No.10 Aot Loke,
lactose anhydrous, lactose monohydrate, magnesium stearate, matodextrin, povidone

K30, Sodkm starch Gcoate, spearmn favor and sucraiose
The brown tablts contan ferrous fumarate,colidal sicon dexde, crosscarmelose
sodium,
Povidane .50, Ferrous forrade Tt o nok senve sy herspeut prpose
Ferrous fumarate tablts are not USP for dissolution and assay.

USP Dissolution Test is pending.

12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action

OCs lower the isk of becoming pregnan primardy by suppressing owiaton. Other
penetration

he
DR ametra Chamges e racsce e et of mpimation.

12.2 Pharmacodynamics

No specific studies with ethiny!
estradiol tablets (chewable) and ferrous fumarate tablets (chewable)

12.3 Pharmacokinetics.

Absorption
Ethin estradiol and noretindrone ae rapd sbsorbed whh maximu s

cinirations Geurring wihin 2 hours afte norethindrone and ethiny estradiol tablets
(:newame»anafsrmusvumarame«amersr ewable) adminstration (see Table 1)
Norehinarone appears o e compietey absorbed olowng oralaemietrto:

et to tabolsm resuking i an absokte oavaisity of

apwexwma&e'y S ercent Laros meredbet varbi o ehectog m 33 8
variatio bioavalabilty i
23 percent dve to smal intestinal and hepatc rst-pass metaboRm.

Table 1, Mean +SD Pharmacokinetic Parameters Following Single Dose.

Administration of Norethindrone and Ethinyl Estradiol Tablets (chewabie) and

Ferrous Fumarate Tablets (chewable) in Healthy Female Subjects Under Fasting
Conditions.

Norethindrone/Ethinyl Estradioltmax (1) Cmax (pG/ML)  AUCo.., (pg-himL) tyz (h)
Norethindrone 0.4 mg 1.24 £ 0.40°4210.6 + 1628.8'18034.9 + 7852.918.6 + 3.7"
Ethinyl Estradiol 0.035 mg 1.4 = 03311314 +34.21 10658 %276.21 17.1 % d.at
‘maximum plasma concentration; tax = time to reach Crvay; AUC = area under the
fimination haf- ife.

Food Effect
hewable) and

ferrous fumarate tablets (chewame) e Tood deueased the maximum norethndrone

and ehiryl stra concentstia ercent, respectively; t

et oF noretnarone and iyl 2rstil apsonption (RUC vaoee vt ok atected

by 1000 egminstraton.

Distribution

36 gobuln (SH8G) and 61
percent bound to albumin. Ethinyl estradiol s not bound to SHBG but s high

Percent) sound to A, Vakme of deirbuton ofneréshirone and echin strdic
ranges from 2 to 4 Likg

Metabolsm

primarty v reductin, folowed
by sulfate and less than 5 percent o
excreted unchange; greter than S0 percent and 2010 40 percanof 3 dox

ke n urine i ces, respactily. The majorky of metabolies i the crculation
e Suates, whh Ghcurones accounting for Mostof he urnary metabokes
Ethinyl estradiol i also extensively metabolzed, both by oxidation and by conjugation
i sufate and licuronide. Sufaes ore th mafr creuitig conlugaes of iyl
estradiol, and glucuronides. urine. The
oy estratiol, which & ot med by the CYP3A4 Soform of Etochrome P40

Excretion

i are excreted in both

e ol e, ity o aboRen Eohim s ociy & excrened s uring an fekes

s ghicuronies and surates, and sbout 28 t 43 percent undergoss enterohepati

circulation. The mean

folowing

(Chewable) nd ferraus fumarate tabets (chewab) a6 approximatey 8 hours and 17
urs, respectively

13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertilty

[See Warnings and Precautions (5.11) and Use i Specific Populations (8.1).]

14 CLINICAL STUDIES
The cata presented  Secto 14 arefrom a cnical sl conducted wih northinrone
s

Eowatie) ant s ey e tabets (ehewahe) e Boaoat 10 these
norethindronefethinyl estradiol tablets
In @ muicenter open-Bbelcicaltrl, 1970 women, 98% o whom were 1610 39 years
f g ere studed for o 31 cyces (2 days percyc) Lo s e e

o

Crbosire T racll emographie of s cnroled womrs was: Coucacir (365, Arkan-

American (14%), and Other (30%) (Hispanic, Native American, etc.). Of treated women,
% were lost to folow-up, 11% discontinued related to cycle control and 7%

discontinued due to other adverse events

‘The pregnancy rate (Pearl Index [P)) in all 1,970 women was 1.48 pregnancies per 100
men-years of use (95% confidence interval 0.94 to 2.22), based on 23 pregnancies

that occurred after the onset of treatment of norethindrone /ethinyl estradiol tablets.

16 HOW SUPPLIED/STORAGE AND HANDLING
16.1 How Supplied
Norethindrone and Ethinyl Estradiol Tablets, USP (Chewable) and Ferrous Fumarate
Tablets (Chewable) are available in cartons of 3 bister packs:
NDC 0378-7297-53
Each bister pack contains 28 tablets in the folowing order
+ 21 yellow, round, uncoated flat (active) tablets debossed with "226" on one side of
ihetabet an pln o the ather sde and each contaiing 0.4 mg norethincrone
g ethinyl estras
7 brown, 10und (nof-hormonal placebo) tales debossed wih * 291" on one ste
of the tablet and plain on the other side and each containing 75 mg f
fumarate.

16.2 Storage Conditions

+ Store at 20° to 25°C (68° to 77°F). [See USP Controlled Room Temperature.]
+ Protect from light.

Keep out of the reach of chidren.

17 PATIENT COUNSELING INFORMATION
See FDA-Approved Patient Labeling (Patient Information and Instructions for Use)
Counsel patients about the folowing information:
+ Cigarette smoking increases the risk of serious cardiovascular events from COC
use, and that women who are over 35 years old and smoke should not use COCs

[see Boxed Warning].
Incressed ik of VTE compared to non-users of COCs s gretest fter nkialy

startg a COC or rstatng (olowrng  dueek o grete phiree nterva) the
Som or  afferan: Isee Warnings and Precautns (5.1
Norethindrone and ethinyl estr :able) and ferrous fumarate tablets

{chenabl) donot rn(ec( Comndt Y recion (A158) nd other somuany
transmited dis

Noreihindrone and tniny estradiol tablts (chewatie) and ferrous fumarate tabets
(chewable) are not to be used during pregnancy; ff pregnancy occurs during use of
norethindrane and ethinl estradiol tablets (chewable) and ferrous fumarate tablets
(chewable), nstruct the patient to stop further use [see Warnings and Precautions
(5.9)].

Take one tabet dally by mouth at the same time every day. Instruct patients what
to.do i the event pils are missed [see Dosage and Administration (2.3)]
Use a backup or kernatve mettod of coiracepton when enzyme inducers re

ethindrone and ethinyl estradiol tablets (chewable) and ferrous
fumarate tabets (chewatle) [see Drug Iteractons 7.1
+ COCs may reduce breast milk production; ths is ess ikely to occur f breastfeeding

is wel cstabished [sea Use 1 Specic Popultons (8.3)
+ A woman who starts COCs postpartum and who has not yet had a period should
use an addtional method of contraception unti she has taken a yelow tablet for 7

H
F
g
&
8
H

two or more consecutive cycles [see Warnings and Precautions (5.8)]

PATIENT INFORMATION

Norethindrone and Ethinyl Estradiol Tablets, USP (chewable) and Ferrous
Fumarate Tablets (chewabie)

ost important information | should know about norethindrone
and ethinyl estradiol tablets (chewable) and ferrous fumarate tablets
(chewable)?

Do not use norettindrone and ethinyl estrdia tablets (chewabe) and
ferrous fumarate tablets (chewable) tes and are over 35
Voare ol S DCramcs you Tl bf oo corsoveaeotr s ects (remt
and blood vessel problems) from birth control pils, including death from heart attack,
blood clots or stroke. This risk increases with age and the number of cigarettes
smoke.

What are norethindrone and ethinyl estradiol tablets (chewable) and ferrous
fumarate tablets (chewable)?

(chewable) and ferrous
(chewable) are a birth control pll (oral contraceptive) used by women to prevent
pregnancy.



How do norethindrone and ethinyl estradiol tablets (chewable) and ferrous
fumarate tablets (chewable) work for contraception?

Your chance of getting pregnant depends on how well you follow the drections for
taking your birth control pils. The better you folow the directions, the less chance you
have of getting pregnant.

Based on the results of of 2 28-day regimen of
ety estrade 035 mg talets, about 1o 2 out o 100 women may get regnant
during the (chewable) and

erroce ot e (honane

The folowing chartshows the chance of getng pregnant for women who use dferent

methods of birth control hart contains a fst of birth control method:

ot e <ol ciectwcnecs e mafk fcetive meimand-are o 1 to ofthe chors

‘The box on the bottom of the chart shows the chance of getting pregnant for women
/ho do not use birth control and are trying to get pregnant.

Spermicide
* withdrawa

+ Woinn

Who should ot take norethindrone and ethinyl estradiol tablets (chewable)
and ferrous fumarate tablets (chewable)?

Do not take norethindrone and ethiny| estradioltablets (chewabie) and
ferrous fumarate tablets (chewable) i ye

smoke and are over 35 years of age

had blood clots i your arms, egs, un

o o ol wiflyour ot mekes it more than normal

have Cortai heart ANe probems of nreguiar heart beat that ncreases your sk of
aving

blood pressure that cannot be controlled by medicine

have diabetes with kidney, eye, nerve, or biood vessel dam:

ave cetan s of severe mitaie heatsehes WEh s, Tumbness, weokness
Nanges in von,or any miraie headaches K you are aver 35 years of age

Rave Iver problems, ncliahg e o

have any unexplained vaginal bieedin

are pregnant

had breast cancer or any cancer that is sensitive to female hormones

Take any Hepatits C drug combination containing ombiasvirpartaprevir/rtonav,

with or without dasabuvir. This may increase levels of the liver enzyme “aianine.

aminotransferase” (ALT) in the biood

If any of these conditions happen while you are taking norethindrone and

forrous fumarate tablets (chewable) right away and tak (o your heakhcare
provider. Use non-hormonal contraception when you stop tal
Rorsthindrone and ethinyl estradiol taplets (chewable) and ferrous fumarate
tablets (chewable).

\at should 1 tell my e provider before norethindrone and
iy eokradiortamets tehmanir and ferraos fumarate tabiets (chewani)?
your healthcare provider if yo

« are pregnant or think you may be pregnant

+ are depressed now or have been depressed in the pas

© Padyekowing ofYour ki of eyes (umdce) coused by pregnancy (cholstass of
pregnancy)

. an to breastfeed, d
(chewable) and ferrous fumarate tablets (chewable) may decrease the amount of
breast mik you make. A smal amount of the hormones in norethindrone
ethinyl estradiol tablets (chewable) and ferrous fumarate tablets (chewable) may
pass into your breast mik. Talk to your heahcare provider about the best birth
control method for you whie breastfeeding.

Tell your healthcare provider about all the medicines you take, including
preseriplon and over-the counter medicnes, viamins and herbel Suppemens.
(chewable) and ferrous

{chewable may affect the way other medicies work, ad other mediines may affect
orethindrone and ethinyl estradiol tablets (chewable) and ferrous fumarate

Tt Cremab) more

Know the medicnes you take. Keep st o them to show your heskhcare provier and

pharmacist when you get

How do | take norethindrone and emlnyl estradiol tablets (chewable) and

ferrous fumarate tablets (chewable)?

Read the Instructions for Use at the end of this Patient Information.

What are the possible serious side effects of noret! e and ethinyl
estradiol tablets (chewable) and ferrous fumarate tablets (chewabie)?

e pregnancy, norethindrone and ethinyl estradiol tablets (chewable)
and ferrous fumarate tabets (chewiable) mey cause serious sde effects,
including blood clts n your lungs, heart attack, or a stroke that

ath Some other examples of serous bload hts ncade boad Cite
rlens o oy

Serious blood clots can happen especialy if you smoke, are obese, or are older than 35
years of age. Serious blood clots are more fikely to happen when you

2 st star tkdng binh control e
+ restart the same or different birth control pils after not using them for a month or

Call your healthcare provider or go to a hospital emergency room right away
if you have:

leg pain that wil not go away
3 sudden, severe headache unike your usual headaches
sudden severe shoriness of bret
s o mmoness your s o g
Sudden change m vEkon o iness
trouble speaking
st pain

Other serious side effects include:

+ liver problems, i

luding:
- rare lver tumors

+ jaundice (cholestasis), especialy if you previously had cholestas’s of
pregnancy. Call your heakthcare provider if you have yelowing of your skin or
eyes.

+ high blood pressure. You shoud see your heakthcare provider for a yearly check
of your biood pressure.
gallbladder problems

+ changes in the sugar and fat (cholesterol and triglycerides) levels in your
blood

e headaches

\g headaches including migr:

possible cancer in your breast and cervi

Sweling of your sk especial around your mouth, eyes, and in
throat (anglosdama). Cal your hesthcare Drovider I you have 2 swolen & fece,
lips, mouth tongue or throat, which may lead to difficulty swallowing or breathing

Vour chance of havig angioedema & higher & you have a history of angioedema

get chioasma should avoid spending a long tme in sunight, tanning booths, and
under sun lamps whie taking norethindrone and ethinyl estradiol tablets (chewable)
and ferrous fumarate tablets (chewable). Use sunscreen ff you have to be in the
sunight.

the most common side effects of norethindrone and ethinyl
estradiol tablets (:haw:hle) and ferrous fumarate tablets (chewable)?

fects of norethindrone and ethinyl estradiol tablets (chewable)
T e ramarae s chensbe) ncee

+ headache (including migraine)
+ nausea and vomiting

+ breast problems

tenderness, pain and discomfort
enlargement and sweling

nipple pain
« bely pain
+ pain with your periods (menstrual cycle)
+ mood changes, including depression

+ vaginal infections

+ bloating

weight gain

These are not of
(chewable) and ferrous fumarate tablets (chewable). For more information, ask your
heatthcare provider or pharmacist,

You may report side effects to the FDA at 1-800-FDA-1088.

What else should | know about taking norethindrone and ethinyl estradiol
tablets (chewable) and ferrous fumarate tablets (chewable)?

+1f you are scheduled for any lab tests, tel your heathcare provider you are taking
noretnindrone snd ety sl bl chae) an ferrovs frots v
{chewsble).Certan blood tsts may be ffectea by norethingrone and e
hewable) and ferrous (chewabe).
+ Norethindrone and ethiny estradiol tablets (chewable) and ferrous fumarate tablets
(chewable) do not protect against HIV infection (AIDS) and other sexually
transmited infections,

How should | store norethindrone and ethinyl estradiol tablets (chewable)
and ferrous fumarate tablets (chewable)?

Store norethingrane and et etrad tabes (chewse) and ferrous fumarate

tablts (chewabe) at roam temperature between 20° 1o 25°C 68" to 77°F).
Ketp norcindran and ey essatiltabes (chewabe) and fetous fumarate
tablets (chewable) and all medicines out of the reach of chidren.

+ Store away from light

General nformation about the safe and effective use of norethindrane and
inyl estradiol tablets (chewable) and ferrous fumarate tablets (chewable).
Medicines are sometimes prescribed for purposes other than those fsted n a Patient
Informaten afet. Do not use norethndrone and ethin strdil (ks (chewable
rrous fumarate tablets (chewabe) for a conditon for which  was not prescrived
D0 o ghe noraicroneand iy esradel tablts (chewabe) and farousfurarate
tablets (chewabl) to other pe
s the s about
(chewable) and ferrous
{chewabe). You can ask you pharnacotorhesicare provce o nformation about
euabie) and ferrous
evani ot & wien for neakh proressonas
For more information, callMylan at 1-877-446-3679 (1-877-4-INFO-RX).
Does hormonal birth control cause cancer?




145 ot ko € hormonal bt contol s cause breast cncer. Some studes, but ot
ol suggest that thers cou b S Ncressen the sk of bress cancer o

ent users wih onger duraton of us
If you have breast cancer now, or have had it in the past, do not use hormonal birth
control because some breast cancers are senstive to hormones.
What if | want to become pregnant?
You may stop taking the pil whenever you wish. Consider a visit with your heathcare
provider for a pre-pregnancy checkup before you stop taking the pil
What should | know about my period when taking norethindrone and ethinyl
estradiol tablets (chawable) and ferrous fumarate tablets (chawabio)?

Your periods may be fighter and shorter than usual. Some women may miss a period.
Irregular vaginal bleeding or spotting may happen whie you are taking norethindrone
and ethinyl estradiol tablets (chewabe) and ferrous fumarate tablets (chewable),
especially during the first few months of use. This usualy is not a serious problem. It is
important to continue taking your pils on a reguiar schedule to prevent a pregnancy.
What are the ingredlents n norethindrone snd ethiny| estradiol tabits
(chewable) and ferrous fumarate tablets (chewable)?

Active ingredients:

Yelow pils: norethindrone and ethiny estradiol

Brown pils: ferrous fumarate

Inactive ingredients:

Yelow pls:cologalsicon dioxde dbasc cakcum phosphate, D & C Ylow No.10

Alumi
amoderiin povone 130, sodia Storcn Sheore SPeermm( flavor and sucralose
srown pis tose monohydrat

et St mErociystaing cehobss and poond K35
INSTRUCTIONS FOR USE
NORETHINDRONE AND ETHINYL ESTRADIOL TABLETS, USP (CHEWABLE) AND
FERROUS FUMARATE TABLETS (CHEWABLE)
Important Information about taking norathindrone and ethiny estradiol
tablets (chewable) and ferrous fumarate tablets (chewable)

* Toke 1 pievery day at thesame time. Take th pl i the order dected on your
blster p:

Sot e yolow B and e broun s may e swdlowed hok o hved ond

guloued. If the piis chewad, drink o 1l gless (8 ounces) of kuid

immedately after swalow

Do ot sk your plls even ¢ you do not ovesex often I you s pis (g

startg the pck bte] you coukd get pregnant. Th more s you miss,
ore ikely you are to get preqna
+ 1M you have

(chewable) and ferrous fumarate tablets (chewable), tak to your heafhcare
Brovier, When yo (st sarttakig norethncrone snd iy st
{chenabie and erous fumarae abes (chevablel Spoting o

enyour perids may occur, Conact your sk rowier i dots not
o away Hter e month

You (na
i of i horemeone and ks el et (Chemsb) o Fertous

+ Missing pils can also cause spotting or ight bleeding, even when you take the.
missed pis later. On the days you take 2 pis to make up for missed pils (see
elow), you could aiso feel a ltte sick to your stomach.
Itis not uncommon to miss a period. However, f you miss a period and have not
taken norethindrone and ethinyl estradiol tablets (chewable) and ferrous fumarate
tabts (chewatl)accordng t drectons, of s 2 periods 1 a o o fe ke
you may be pregnant, call your heatthcare provider. If you
Trcanancy 1o you shoul stop king norenmdvone e ! crado tabets
{chewabe)and farTous furarate taes (chewabi
£ ou nave vemeing or Gbrenea wEhin 3 So & hours of taking your pl take
another g of the same colr ffom your exta biter pack.If you do not have an
3 blster pack, take the next pil in your bist Continue taking all your
Temalning ol n order. Start the it bl of your next Blster pack the doy after
finishing your current bister pack. This will be 1 day earler than originally
scheduled. Continue on yo
1 you have vomeng or drrhes for more than 1 day, your bth controlpl may
ot work as el Use an addonlbeth control methog, ke condors a
spermicide, unts
S taing norethmrong and ety scradie amets chewable) an ferous
fumarate tablets (chewable) at least 4 weeks before you have major surgery and
0 not restart after the surgery without asking your healthcare provider. Be sure to
use other forms of contracepton (ike condoms and spermicide) during this time
period.

Before you start taking norettindrone and ethiny! estradiol tabets
(chewable) and ferrous fumarate tablets (chewabl

* Deckle whattime of day you want o take your pl. It s impartant o take ot the
very day and in the order as dected on your bister
e baciup contraception (contoms and spénmeies avalooe in  possile, an
extra full pack of pils as needed

Yinen should | start taking norethindrane and ety estradil tablets
(chewable) and ferrous fumarate tablets (che

If you start taking norethindrone and ethinyl estradiol tablets (chewabie) and
ferrous fumarate tablets (chewable) and you have not used a hormonal birth
control method before:

* Thereare 2 waystostart aking your bith conral i You con citer strt o
Sunday (Sunday Stat) or o the ¥t day (Day 11 ofyour naturel mensirual period
Doy 3 tar): Your neakncar provile shoue el you e t6 sart g your
birth control pil.

If you Start, use suchas

condoms and spermicide for the first 7 days that you take norethindrone and

thin!estradiltables (chewable) and ferrous umarae tablets (chewabll. You do
ot need back-up Contraception f you use the Day 1 Start

If you start taking norethindrone and ethinyl estradiol tablets (chewabie) and
ferrous fumarate tablets (chewable) and you are switching from another
birth control p

+ Start your new norethindrone and ethiny estradiol tablets (chewable) and ferrous
fumarate tablets (chewable) pack on the same day that you would start the next
irth control mett
+ Do not continue taking the piks from your previous birth control pack.

If you start taking norethindrone and ethinyl estradiol tablets (chewabie) and
ferrous fumarate tablets (chewable) and previously used a vaginal ring or
transdermal patch:

+ Start using norethindrone and ethinyl estradol tablets (chewable) and ferrous
fumarate tablets (chewable) on the day you would have reappled the next ring or
patch,

If you start taking norethindrone and ethinylestradiol tablts (chewable) and
ferrous fumarate tablets (chewable) and you are switching from a progestin-
only method such as an implant or Injection:

+ Start taking norethindrone and ethinyl estradiol tablets (chewable) and ferrous
fumara talts (chewabl)on the day of emova of your mpiant or on the day
when you would have had your next

18 you st kg norethindrone and ethiny| estradil tablets (chewable) and
rrous fumarate tablets (chewable) ar
Inrautering devee or systom 0D or TUS)

* gt aking noethindrons snd thinyl estrdltblts (cheusble) and fertous
fumarate tablets (chewable) on the day of removal of your IUI
Youdo ot need backup cantracepton o 10D 08 & removed on the st
day (Day 1) of your period. If yor or IUS s removed on any other day, use
uch 2 condors and first
tablets (chewaibe) and

7 days that y
ferrous fumarate tablets (chewabie).

Keep a calendar to track your perio

I this is the first time you are taking birth control pis, read, should | start
taking norsthindrone and thinyl estradiol tablets Chewabley and foreo
Famarate tablets (chewable)?” sbove. Folow these msiructions 10 €iner o Sunday
Start or 3 Day 1 Start
Sunday Start:
You wil use a Sunday Start if your heathcare provider told you to take your first pil on
asunday,
+ Take pil 1 on the Sunday after your period
YU perindStrt on  Sunday. 1 i +17 that day an reer to Dy 1 Start

instructions below.
Take L i evry day intheorderon the lstr pack a the sametime each day for

8 da

lays.

Afte( taking the st A on Day 28 fromthe biter pack.stat takn th st o
iew pack, on the same day of the week as the frst pack (Sunday). Take the

wsl i the i pack whether o nl you aré hoving you? pes

nd spe
7at7 Goye o she 1o il tht Yo take noratnndrons ant eyt et ol
tablets (chewable) and ferrous fumarate tablets (chewable).
Day 1 Start:

YouwBuss o Dy 1 Start ¥ your doctor o you o take your st pA (Day 1 on the
first day of your perior

+ Take 1 pillevery day i the order of the bister pack, at the same time each day, for
28 days.

+ After taking the last pil on Day 28 from the bister pack, start taking the fist pil
from a new pack, on the same day of the week as the first pack. Take the first pilin
the new pack whether or not you are having your perio

Instructions for using your pill pack:
Step 1.
Look at yournorethindrone and etriny estradil tblts (chewsbl) and fertous
fumarate tablets (chewable) il pack. See Fi
‘The norethindrone and ethiny estradiol tablets (chewable) and ferrous fumarate tablets
(chewabe) pil pack has:

2L yelow acte) i with hormone for Week 1 through Week 3.

+ 7 brown (inactive) pils without hormones for Wee

e ——

=
o o |
-

Fioure A
Step2.
Find:

+ where on your pack to start takin
L et ardir 6 take your ik fokon the arrows)
he week numbers
Step 3.

Remove the yelow pil by pressing the pillthrough the foilin the bottom of the pil pack.
See Figure B. Continue taking the yelow pils for 21 days.

Fiowes

step

On the fist day of Week 4 start taking the brown pils. Take the brown pil for 7 days.
Your period shoukd start during this time.



Step 5.

you have taken all of the brown pils in your pil pack, get a new pil pack and start
taking the yellow pils

+ ForabDay1sta

Begin your next pil pack o the same day of the week as your first cycle pil pack.

+ For a Sunday Stay

Begin your next pll pack on Sunday.
What should | do if | miss any norethindrone and ethinyl estradiol tablets
(chewable) and ferrous fumarate tablets (chewable) pils?
If you miss 1 pilin Weeks 1, 2, or 3, follow these steps:
+ Take t a5 s00n a5 you remember. Take the next pil at your reguiar time. This
means you may take 2 pis n 1 day.
Then continue taking 1 pil every day unti you finish the pack.
+ You do not need to use a back-up bith control method I you have sex.

If you miss 2 pills in Week 1 or Week 2 of your pack, follow these step:

+ Take the 2 missed pils as soon as possible and the next 2 pils the next day.

+ Then continue o take 1 pil every day unti you fish he pack

. snd spermicide) o5 2
Do T Yo Meve Sex G e Tr<k3 daye e o your

If you miss 2 pills in a row in Week 3, or you miss 3 or more pills in a row
during Weeks 1, 2, or 3 of the pack, follow these steps:

* 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 pill every day until Sunday. On Sunday, throw out the rest of the
pack and start a new pack of pis that same day.

+ You may not have your period this month but this is expected. However, f you
miss your period 2 months in a row, call your healthcare provider because you

might be pregnant.

You coudbecome pregnant  you have sex durng the frst 7 days afteryou

restart your pills. You MUST use a non-hormanal birth control method (su

Comors o apermcde) st sackeun £ you e S6x during the oot 5 doys sver

you restart your pils.

have any questions or are unsure about the information in this leaflet,
o your heamhcare proviter
he patient nformation and Instuctons for Use has been approved by the U, Food
and Drug Administrat
Henutactured for
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Rx only

Norethindrone and Ethinyl

Estradiol Tablets USP (Chewable) and

Ferrous Fumarate Tablets (Chewabie)*

0.4 mg /0.035 mg

Each yellow tablet contains norethindrone 0.4 mg and ethinyl estradiol 0.035
Each brown tablet contains ferrous fumarate USP 75

mg.
Each blster pack contains 21 yellow tablets and 7 brown tablets.
imarate tablets are not USP for dissolution and as:

This product (Ike al oral contraceptives) s intended to nrevem pregnancy.
ot protect against HIV nfection (AIDS) and other sexualy transmitted
diseases.

3 pouches, each pouch contains one blister pack of 28 tablets

s yelow ot contans noretindrone 0.4 g nd ety etradol 0.035 mg.
Each brown tablet contains ferrous fumarate USP, 75 mg

Each bster pack contans 21 yelow tabts and 7 brow tablts

“Ferrous fumarate tablets are not USP for dissokution and assay.

DOSAGE: One tablet daly as prescribed. See prescribing information.

TO THE DISPENSER: The “Patient Instructions* which are packaged nside each pouch
provides important instructions to the patient. Please supply these instructions and the
carrier sleeve to the patient when dispensing

Store at 20° to 25°C (68° to 77°F). [See USP Controlled Room Temperature.]
otect from light.
Keep this and all medication out of the reach of children.
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