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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 (
a1

1 INDICATIONS AND USAGE

1.1 Oral Contraception

Tri-Lo-Marzia™ Tablets are indicated for use by females of reproductive potential to
prevent pregnancy [see CLINICAL STUDIES ( 14)].

2 DOSAGE AND ADMINISTRATION
2.1 How to Start Tri-Lo-Marzia

TrkLo-Marzia s dspensed in a bister (see HOW SUPPLIED/STORAGE AND HANDLING (
16)). Tri-Lo-Marzia may be started using either a Day 1 start or a Sunday start (see Table
1) For the st ycle of » Sundiay Start regmen o aditon method of contraception
should be used untilafter the first 7 consecutive days of adminitration.

2.2 How to Take Tri-Lo-Marzia

for i of
women not currently using hormonal contraception (Day 1 Start or Sunday Start) Day 151
o Thke fst active tablet withaut regard to meals on the irst day of mens
important: o Take subsequent actve tablts once daly at the same time each day for a atotalor 21 days
Consider the possibilty of ovulation and conception prior to initation of this product. o Take one green inactive tablet dail for 7 days and at the same time of day that active tablets were taken.
o Begin each subsequent pack on the same day of the week as the first cycle pack (ie., on the day after taking the last inactive tabet)

Table 1.
Starting COCs.

Tablet Color:
o

TriLo-
Marzia active tablets are white to off white (Day 1 to Day 7), ight blue (Day 8 to Day 15) and biue (Day 16 to Day 21) and has green inactive tablets ( Day 22 to Day 28)
Sunday St:
o Toke it active tablet wkhout regard to mesis o the 115t Sy ater et of e
Dus to the potentialrsk of becoming pragnant, use additons Innn-hormonalzontmzemmn (such as condoms and spermicide) for the first seven days of the patient’s first cycle pack of Tri-Lo-Marzia.
o Take Subsequent active tabets once daly o the same tme each day for atotalof 71
o Take one grean mactive tablt day for the folowing 7 Gays anl a the same time of day tha active tabets were aken.
o Begin cach subsequent pack o (ne same day o he wack as the frst cycl pack (i2.. o the Sunday afte taking the st mactive tablet) and additonal non-hormonal contraceptive s not needed.
Switching to Tri-Lo-Marzia from another oral contraceptive Start on the same day that a new pack of the previous oral contraceptive would have started.
Switching from another contraceptive method to Tri-Lo-Marzia Start Tri-Lo-Marzia:
o Transdermal patch © On the day when next applcation would have been scheduled
Vaginal ring On the day when next insertion woukd have been scheduled

o
o In 0 On the day when next injection would have been scheduled
o Intrauterine contraceptive © On the day of removal
o If the IUD is not removed on first day of the patient's menstrual cycle, additional non-hormonal contraceptive (such as condoms and spermicide) is needed for the first seven days of the first cycle pack.
o  On the day of removal

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

Starting Tri-Lo-Marzia after Abortion or Miscarriage

First-trimester:

+"After a first-trimester abortion or miscarriage, Tri-Lo-Marzia may be started
immediately. An addiional method of contraception i not needed if Tr-Lo-Marzia &
started mmediately.

* I TrkLo-Marzia & not started witin 5 days aftr terminationof the pregnancy,the
patient should use additonal non-hormonal contraception (such as condoms a
Chermicoe) for te frst seven days of nr st ycle pack of TrhLo-varze

Second-trimester:

« Do not start .mum weeks after a second-trimester abortion or riscarioge Jues
the increased risk of thromboemboiic disease. Start Tri-Lo-Marza, follow
Instructions in Tavle 1 for Day 1 or Sunday start, as desired. I using sunaaysxan
se addtonalnon-hormonl contracepton such s condoms and spermicide for
the frst seven days of the patinte frst cycle pack of TrLo-Marzi,
CONTRAINDICATIONS (4), WARNINGS AND PRECAUTIONS (5.1) and FDA-
APPROVED PATIENT LABELING.]

Starting Tri-Lo-Marzia after Childbirth
*+ Do notstat unt 4 weeks fte delvery,due o the creased rskof thromboerbokc
disease. Start contraceptive therapy with Tri-Lo-Marzia following the instructions in

Sable T For women not utrenty seng hormorel contraception
» TriLo-Marzia is not recommended for use in lactating women (see USE IN SPECIFIC
POPULATIONS ( 8.3)].
» Ifthe woman has not yet had a peiod postpertum, considerthe possiiky of
vulatior onception occurring prior to use of Tri-Lo-Marz
CONTRAIDICATIONS {4y, WARNINGS AND PRECAUTIONS( 51) USE IN SPECIFIC
POPULATIONS AND ( 8.1AND 8.3), and FDA-APPROVED PATIENT LABELING].

Blister Pack:

SET THE DAY
» Sunday Start:Each bister has been preprinted with the days of the week, starting
with Sunday, to faciltate a Sunday-Start regimen.



» Day 1 Start:
© Six different day label strips of the week have been provided with this pack in
order to accommodate a Day-1 Start regimen.
o Pick the day label strip that starts with the first day of your period. Place this day
label strip over the area that has the days of the week (starting with Sunday) pre-
printed on the blister (Refer figure below).
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» Remove pil “1° by pushing down on the pil. The pil wil come out through a hole in the.
| backaf e srp

it 24 hours to take the next pil. Continue to take one pil each
" Gy tth 2 th plis v boen aken
» When your blstar s ey, you wil start  new bister on the dy after pi 26, The
first il in every refil wil aiways be taken on the same day of the week, no matt
when the patients next period starts.

2.3 Missed Tablets.
Table 2: Instructions for Missed Tri-Lo-Marzia Tablets

O If one active tablet is missed in Weeks 1, 2, or
O If two active tablets are missed in Week 1 or Week 2

Take the tablet as soon as possible. Continue taking one tablet a day until the pack is finished,
Take the two missed tablts 25 so0n o5 possble and the next o activ talets thenext cay. Continus Lking o tablt  day unth the pack s fshed
Additional non-hormonal contraception (such as condoms and spermicide) should be used as backup if the patient has sex within 7 days after missing tablets.

O 1Ftwo actvetabets are missed nthe thid week or three or more active tabets are missed n a row n Weeks 1, 2,or 3Day L stars Trow out therestof the pack and tart a new pack that same oy

2.4 Advice in Case of Gastrointestinal Disturbances
In case of severe vomking or derthes, sbsorption may nat be complte and addkional
contraceptive measures should be taken. If vomiting or diarrhea occurs within

hours after taking an active tablet, handle this as a missed tablet [see FDA- APPROVED
PATIENT LABELING]

3 DOSAGE FORMS AND STRENGTHS.

Tri-Lo-Marzia Tablets are available in a bister. Each bister contains 28 tablets in the

folowing order:

= 7 white to off white, round, fim-coated tablets debossed with LU' on one side and

"E21" on the other side of the tablet contains 0.18 mg norgestimate and 0.025 mg

ethinyl estradiol

7 light blue, round, fim-coated tablets debossed with ‘LU’ on one side and "E22° on

the other side of the tablet contains 0.215 mg norgestimate and 0.025 mg ethinyl
tradiol

7 blue, round, fim-coated tablets debossed with 'LU' on one side and "E23" on the

other side of the tablet contains 0.25 mg norgestimate and 0.025 mg ethinyl estradiol

» 7 green, round, biconvex, fim-coated, tablets debossed with 'LU"on one side and
"E24" 0n the other side of the tablet contains inert ingredients

4 CONTRAINDICATIONS.
rhlo-Marzi s contrainaicated n females who are known to have or develop the
folowing condtor
2 A g 15k of artrisl o venous thromboticdiseases. Exampls incide women who
are known to:
o Smoke, if over age 35 [see BOXED WARNING and WARNINGS AND PRECAUTIONS (
5.0)]

o Have deep vein thrombosis or pulmonary embolism, now or in the past [see
WARNINGS AND PRECAUTIONS (5.1)]

o Have inherited or acquired hypercoagulopathies [see WARNINGS AND
PRECAUTIONS ( 5.1)]

o Have cerebrovascular disease [see WARNINGS AND PRECAUTIONS (5.1)]
o Have coronary artery disease [see WARNINGS AND PRECAUTIONS ( 5.1)]

ave valvular of the heart (for
‘example, subacute bacterial endocardits with valvular disease, or atrial fibrilation) [see
WARNINGS AND PRECAUTIONS ( 5.1)]
o Have uncontrolled hypertension [see WARNINGS AND PRECAUTIONS ( 5.4)]
o Have diabetes melitus with vascular disease [see WARNINGS AND PRECAUTIONS (

o Have headaches with focal neurological symptoms or migraine headaches with aura
[see WARNINGS AND PRECAUTIONS ( 5.7)]
men over age 35 with any migraine headaches [see WARNINGS AND.
FRECAUT/ONS (571
» Liver tumors, benign or malignant, or iver disease (see WARNINGS AND
PRECAUTIONS (5.2)]
+ Undignosed sonormol erne bleedng [see WARNINGS AND PRECAUT!ONS (58]
» Pregnancy, because there is no reason to use COCs during pregnancy [se
WARNINGS AND F‘RECALITVONS (39)and Use W "SPECIFIC PORULATIONS (8.1)]
» Current diagnosis of, or history of, breast cancer, which may be hormone-sensitive
[sce WARNINGS AND PRECAUTIONS ( (s.10]
» Use of Hepatitis C dru
o AL dnSabvi. e v the porenta for ALT Slvarone faoe WARNNGS AND.
PRECAUTIONS ( 5.3)]

5 WARNINGS AND PRECAUTIONS

5.1 Thromboembolic Disorders and Other Vascular Problems
» Stop TriLo-Marzia if an arterial thrombotic event or venous thrombotic (VTE) event

» Stop TriLo-Marzia if there is unexplained loss of vision, proptosis, diplopia,
papiledema, or retinal vascular lesions. Evaluate for retinal vein thrombosis
immediately (see ADVERSE REACTIONS ( 6.2)].

* If feasible, stop Tri-Lo-Marzia at least 4 weeks before and through 2 weeks after
mapr surgeryor othe surgeies nown o have an sevaed rsk o VTE 2 wel 25
Guring and folowing prolonged mmobiizati

*» Start T Morziano corkr tron 4 weoks afer devary, Iy women who are not
breastfeeding. The risk of postpartum VTE decreases after the third postpartum
ok, wheraas the 1ok of ovulbtion imcreases after the thid postpartum wed

» The use of COCs increases the risk of VTE. However, pregnancy increases the risk of

or more than the se of COCs. Therisk of VIE n wormen using COCs &
310 9 cases per 10,000 woman-years. The risk of VTE is highest during the first year
of use of COCs and when restarting hormonal contraception after a break of 4
weeks or longer. The risk of thromboembolic disease due to COCs gradualy
disappears after use s discontinued

» Use of COCs also increases the risk of arterial thromboses such as strokes and
yocardal nfarcions, especil i woren whh other sk (actorsfor thess events
COCs have been shown to increase both the rebve anu attributable ris
cerebrovascular events (thrombotic and hem rokes). Ti risk ncreases
Wi age, particulary n women over 35 years of age "who smoke.

» Use COCs with caution in women with cardiovascular disease risk factors.

5.2 Liver Disease

Impaired Liver Function

Do ot use Tri-Lo-Marzia in women with iver disease, such as acute viral hepatits of

severe (decompensated) cirrhoss of iver [see CONTRAINDICATIONS ( 4)1. Acute or

chronic disturbances of iver function may necesstate the discontinuation of COC u

unti markers of iver function return to normal and COC causation has been excluded.

Discontinue Tri-Lo-Marzia ff jaundice develops.

Liver Tumors

TrbLo-Marde s corntrandated n women wth benign end malnant s tumors (see

CONTRAINDICATIONS ( 4)]. Hepatic adenomas are associated with COC u:

estimate of the attrbutable sk s 3.3 cases/ 100,000 COC users. Rupture o hepatic

nomas may cause death through intra-abdominal hemorrhag

Studies have shown an increased risk of developing hepatocelllar carcinoma in long-

term (>8 years) COC users. However, the risk of iver cancers in COC users is less than

one case per milion users.

5.3 Risk of Liver Enzyme Elevations with Concomitant Hepatitis C Treatment

During clnical i with the Hepattis C combinaton drug regmen that containg
ombitasvir/partaprevir/ritonavir, with jout dasabuvir, ALT elevations greater than 5
Smes the upper Ime of normal (ULN), incking some cases greater than 20 tmes the
ULN, were signicanty morefrequent n wormen using ethin esradi containing

fons, such as COCs. Discontinue Tri-Lo-Marzia prior to starting therapy with the
oo g regimen with or
[see CONTRAINDICATIONS (4)] . Tri-Lo-Marzia can be restarted approximately 2 weeks
folowing completion of treatment with the Hepatitis C combination drug regimen.

5.4 High Blood Pressure

“Tri-Lo-Marzia s contraindicated in women with uncontrolled hypertension or

hypertension with vascular disease [see CONTRAINDICATIONS ( 4)]. For women with
monitor blood \d stop TriLo-Marzia if blood

pressure rises significantly.
An increase in blood pressure has been reported in women taking COCs, and this
increase is more liely in older women with extended duration of use. The incidence of
hypertension increases with increasing concentrations of progestin.

5.5 Gallbladder Disease
Studies suggest a smallincreased relative risk of developing gallbladder disease among

users. Use of COCs may worsen existing galbladder disease. A past history of
COC Teated cholestasis precicts an ncreased ok wkh subseduent COC use. Wornen
with a history of pregnancy-related 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 Tri-Lo-Marzia. COCs may.
decrease glucose tolerance.
Gonside akernative cortracepton or women wkh uncontroled dystpidem. A small
proportion of women wil have adverse lipid changes while on COCs

n with hypertriglyceridemia, or a famiy history thereof, may be at an increased
risk of pancreatitis when using COCs.

5.7 Headache

I a woman taking Tri-Lo-Marzia develops new headaches that are recurrent, persistent,
or severe, evaluate the cause and discontinue Tri-Lo-Marzia If indicated.

Consider discontinuation of TriLo-Marzia in the case of increased frequency or severity
of migraine during COC use (which may be prodromal of a cerebrovascular event)

5.8 Bleeding Irregularities and Amenorrhea
Unscheduled Bleeding and Spotting

Unscheduled (breakthrough or intracyciic) bleeding and spotting sometimes occus
paknts an COC, especialy during the frs tree manths o uss. I leeding persws(s or
occurs after previously regular cycles, check for causes such as pregnancy

malgnancy. I pathaly and pregnancy are exchudea, beeding teguiriies may resove
over time or with a change to a different contraceptive product.

Inthe cinca il of Tr-Lo-Marzi,thefrequency and duration of unscheduied leedng
andjorspotting was assessed i 1 n (11,015 evaluable cycles). A total of 3

) women dscontmind TLo Mersi, o mast in part, due to bleeding or spotting,
e an-dta rom e chnca ok, o T1% of wormen using TriLo-Marzia
‘experienced unscheduled bleeding per cycle in the first vear. The percent of women who

. Continue taking one ble a day unth Sunday, then throw oGt the rest of the pack and start a new pack that same day.
‘Additional non-hormonal Contraception (such as condoms and spermicide) Should be used as back-up If the patient has sex within 7 days after missing tablets.



experienced unscheduled bleeding tended to decrease over time.
Amenorrhea and Oligomenorrhea
Women who use Tri-Lo-Marzia may experience amenorrhea. Some women may.
‘experience amenorrhea o oigomenorrhea after discontinuation of COCs, especially
‘when such a condition was pre-existent.

scheculed (khdrawsl beeding does ot accur, conser the possiblty of pregancy

e it o nor sdhered o the prescrved 4051 schedule (mised one or m
Robets or starte taking them on a day ate than she should have), consider the

Possibity of pregnancy at the tme of the firs mesed parod and take appropriate
diagnostic measures. If the patient has adhered to the prescribed regimen and misses
two consecutive periods, rule out pregnancy.

5.9 COC Use Before or During Early Pregnancy
Extensive epidemiological studies have revealed no increased risk of birth defects in
m

reduction defects are concerned, when oral contraceptives are taken inadvertently
during early pregnancy. Discontinue Tri-Lo-Marzia use if pregnancy is confirmed.
Should not be used as a test for
pregnancy [see LSE N SPECIE POPOLATIONS (801

5.10 Depression

Garefuly observe women wkh s sty of depression and discontiue TrkLo-Merzi
lepression recurs to a serious degres

5.11 Malignant Neoplasms
Breast Cancer
Tri-Lo-Marzia s contraindicated in females who currently have or have had breast cancer
because breast cancer may be hormonaly sensitive [ see CONTRAINDICATIONS ( 4) 1.
Epidemiology studies have not found a consistent association between use of combined
oral contraceptives (COCs) and breast concer ik Studles do not show an assockton
r (current or past) use of COCs and risk of breast cancer.  some
Chuties Tapor s Smalinéroase i therk f breast concer among Corrantor recent
users (<6 months since last use) and current users with longer duration of COC use [
see POSTMARKETING EXPERIENCE ( 6.2)
Cervical Cancer
Some studies suggest that COC s has been associated with an increase in the risk of
corvcalcancer or iraepitel neoplasia. Howaver, there conthues to be controversy
about the 0 which such findings may be dué to differences in sexual behavior
ond other facere:

5.12 Effect on Binding Globulins

e estrogen component of COCs may raise the serum concentrations of thyroxine-
bmdmg globuin, sex hormone-binding globulin, and cortisokbinding globuiin. The dose of
repiacement thyroid hormone or cortisol therapy may need to be increast

5.13 Monitoring
‘woman who is taking COCs shoukd have a yearly visit with her healthcare provider for

ablood pressure check and for other indicated heakthcare.

5.14 Hereditary Angioedema

In women with hereditary angioedema, exogenous estrogens may induce or exacerbate

symptoms of angioedema.

5.15 Chloasma

Chloasma may occasionally occur, especiall in women with a history of chioasma
‘gravidarum. Women with a tendency to chioasma should avoid exposure to the sun or
Ultraviolet radiation whie taking TriLo-Marzia

6 ADVERSE REACTIONS.
‘The following serious adverse reactions with the use of COCs are discussed eksewhere in
labeling:

» Serious cardiovascular events and stroke [see BOXED WARNING and WARNINGS
AND PRECAUTIONS (5.1,

» Vascular events [see WARNINGS AND PRECAUTIONS ( 5.1)]
» Liver disease [see WARNINGS AND PRECAUTIONS ( 5.2)]

Adverse reactions commonly reported by COC users are:
» Irreguiar uterine bleeding

isea
» Breast tenderness

+ Headache

6.1 Clinical Trial Experience
Because cinical trals are conducted under widely varying conditions, adverse reaction
rates observed in the cinical trials of a drug cannot be directly compared to rates in the
ciinical trials of another drug and may not reflect the rates observed in clinical practice.
‘The safety of Tri-Lo-Marzia was evaluated in 1,723 subjects who participated in a
randomized, partiall binded, multicenter, active-controlied clinical trial of Tri-Lo-Marzia
for contraception. This trial examined healthy, nonpregnant, volunteers aged 18 to 45
(nonsmoker if 35 to 45 years of age), who were sexuall active with regular coitus.
Subjects were folowed for up to 13 28-day cycles.

Common Adverse Reactions (= 2% of subjects)

‘The most common adverse reactions reported by at least 2% of the 1,723 women using
the 28-day regimen were the folowing in order of decreasing incidence:
headache/migraine (30.5%), nauseajvomiting (16.3%); breast issues (including
tenderness, pan, enirgement, sweing, dscharge, dicomfort, cyst, and nippl pai)
(10.3%), 9. (including

et dseomion: menstmalmsorderr (92%), mood disorders (ncludn

depression, mood altered, mood swk depressed mood) (7.6%); acne (5.1%),
vubovagia ecton (3.5%) Ao aiencon (5.5%) weight increased (2.4%),
fatigue (2.

Adverse Reactions Leading to Study Discontinuation

In the clinical tril of Tri-Lo-Marzia 4% of subjects discontinued the trial due to an
adverse reaction. The most common adverse reactions leading to discontinuation were
headache/migraine (1.2%). nauseajvomiting (0.7%), cervical dysplasia (0.7%), abdominal
pain (0.4%), ovarian cyst (0.3%), acne (0.2%), flatulence (0.2%) and depression (0.2%).
Serious Adverse Reactions

Carcinoma of the cervix in situ(1 sublect) and cervical dysplasia (1 subject)

6.2 Postmarketing Experience

Five studes tht compared breast conce ik between eve-users (current o pastuse)

of COCs and never-users of COCS reported no association

o brasat ances e i ffec estnaves ranging from 0.90 - 1.12 (Figure i

‘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 increased relative risk of 1.19 - 1.33 with current or recent use. Both of these

stules found an ncreased risk of breast concer wRh current use o onger duration,
ive ks ranging from 1,03 wkh lss than ans year of COC use to

omraximareh 14 ks eare than 510 years of C0C o

Risk of Breast Cancer with Combined Oral Contraceptive Use.

- sron10
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Figure 1: Risk of Breast Cancer with Combined Oral Contraceptive Use

RR = relative risk; OR = 0dds ratio; HR = hazard ratio. "ever COC" are females with
current or past COC us: /er COC use" are females that never used COCs.

“The following addtional adverse drug reactions have been reported from worldwide

are reported voluntarily from a population of uncertain size, i is not aways possible to
reliably estimate their frequency or establish a causal relationship to drug exposure.

Infections and Infestations
Urinary tract infection
Neoplasms Benign, Malignant and Unspecified (Including Cysts and Polyps)

Breast cancer, benign breast neoplasm, hepatic adenoma, focal nodular hyperplasia,
breast cyst

Immune System Disorders
Hypersensitivity

Metabolism and Nutrition Disorders

Dysipidemia

Psychiatric Disorders

Anxiety, insomnia

Nervous System Disorders

Syncope, convulsion, paresthesia, dizziness

Eye Disorders.

Visual impairment, dry eye, contact lens ntolerance

Ear and Labyrinth Disorders

Vertigo

Cardiac Disorders.

Tachycardia, palpitations

Vascular Events

Deep vein thrombosis, pulmonary embolism, retinal vascular thrombosis, hot flush
Arterial Events

accident

Respiratory, Thoracic and Mediastinal Disorders
Dyspnea

Gastrointestinal Disorders

Pancreatits, abdominal distension, diarrhea, constipation
Hepatobiliary Disorders

Hepatiis

Skin and Subcutaneous Tissue Disorders

Angioedema, erythema nodosum, hirsutism, night sweats, hyperhidrosis,
photosensitivity reaction, urticaria, pruritus, acne

Musculoskeletal, Connective Tissue, and Bone Disorders
Muscle spasms, pain in extremity, myalgia, back pain
Reproductive System and Breast Disorders

Ovarian cyst, suppressed lactation, vulvovaginal dryness
General Disorders and Administration Site Conditions
Chest pain, asthenic conditions.

7 DRUG INTERACTIONS.

Consutt the labelng of concurrently used drugs to obtain further information about
interactions with hormonal contraceptives or the potential for enzyme akterations



No drug-drug interaction studies were conducted with Tri-Lo-Marza.

7.1 Effects of Other Drugs on Combined Oral Contraceptives
Substances Decreasing the Plasma Concentrations of COCs

Drugs or herbal products that induce certain enzymes, including cytochrome P450 3A4
(CYP3Ad), may decrease the plasma concentrations of COCs and potentially diminish the

effectiveness of coc; or increase breakthrough bieeding. Some drugs or herbal
products that m: of COCs , barbiturates,
Earbarmazepine, osentan, febarmate, grsestubin oxcarbazepine, rifampicin,

topramate rabutin, rufivamide, apreptant and products containing S, Johris wort
nteractions batwe COCs anc ot Arugs may 1ed 1 r<akiivough blacaing andior

Contraceptive falure. Counsel women to use an akernative method of contraception or a
backup method when enayme dcers s el wh COCs, ad o conthue baclcup

8 days after the
contraceptive rehahlrty

Colesevelam

Colesevelam, a bile acid sequestrant, given together with a COC, has been shown to
significantly decrease the AUC of ethinyl estradiol (EE). The drug interaction between the
contraceptive and colesevelm was decreased whe the two drug products were given
4 hours apart
Substances Increasing the Plasma Concentrations of COCs
Co-administration of atorvastatin or rosuvastatin and certain COCs containing EE
ressie AUC vahes for EE by spproimetel 20 o 25%. Ascorbic ackl and
acetaminophen may increase piasma EE concentrations, possibly by inhibition of
Comiugaton, CIFSR mbters soch o tsaconasoe vorkonasom Tuconasoe,
grapefruit juice, or ketoconazole may increase plasma hormone concentrations.

Human Immunodeficiency Virus (HIV)/Hepatitis C Virus (HCV) Protease
Inhibitors and Non- erse Transcriptase Inhibitors
Significant changes (increase or decrease) in the plasma concentrations of estrogen
andjor progestin have been noted in some cases of co-administration with HIV protease
hekors (decresss (e, nefinavr, Ronav, darunave/rkonavi,

1 or ncrease leg,

indinavir and JVHCV protease mniptors
o i) o wih o POCIOSIS everse wanter prase mhbors Gccresse 160,
Revirape] of nérease [eg. etravrine]

7.2 Effects of Combined Oral Contraceptives on Other Drug
» COCs containing EE may inhibit the metabolism of other compounds

rtosporine, prednEotne, theophylre, tankine, and verconazok) and crease
their plasma concentrations.

COCs have been shown to decrease plasma concentrations of acetaminophen,
clofibric acid, morphine, salcyli acid, temazepam and lamotrigine. Significant
decrease n plasma concentration of amigie has been show, kel due to
induct may therefore,
osage. amustmen\s of lamotrigine may e, mecessory

Women an thyrod hormone replecement therapy mey need mcreased doses of thyroid
buiin increases wi

use of COCs.

7.3 Interference with Laboratory Tests

‘The use of contraceptive steroids may influence the results of certain laboratory tests,
such as coagulation factors, ipids, glucose tolerance, and binding proteins.

7.4 Concomitant Use with HCV Combination Therapy - Liver Enzyme Elevation
not co-administer Tri-Lo-Marzia Tablets with HCV drug combinations containing
‘ombitasvir/paritaprevir/ritonavir, with or without dasabuvir, due to potential for ALT
‘elevations [see WARNINGS AND PRECAUTIONS ( 5.3)]

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

ere s ek o no ncreased risk of bith defects i women who nadvertenty use COCs
during early pregnancy. Epidemiologic studies and meta-analyses have not fous
incressed e of Gental of non-gental birth defects (noding cordic mormakes and
limb reduction mecm folowing exposure to low dose COCs prior to conception or
during early pregnar

Do not administer COCs to induce withdrawal bieeding as a test for pregnancy. Do not
use COCs during pregnancy to treat threatened or habitual abortion.

8.3 Nursing Mothers
Advise the nursing mother to use other forms of contraception, when possible, until she
has weaned her chid. COCs can reduce mik production in breastfeeding mothers. This
s sz kol to occur once breastfeedig s wekestablshad;however, k can occur ot sny
of o nd/or metabolices

e presentn breas m

8.4 Pediatric Use

Safety and efficacy of Tri-Lo-Marzia Tablets have been estabished in women of
reproductive age. Efficacy is expected to be the same for post-pubertal adolescents
under the age of 18 and for users 18 years and older. Use of this product before
menarche is not indicated.

8.5 Geriatric Use

Tri-Lo-Marzia has not been studied in postmenopausal women and is not indicated in this
population.

8.6 Hepatic Impairment
The pharmacakhetesof rkLo-Verzl has o een studd n subjects with hepatic
impairment. eroid hormones may be poorly metabolized in patients with
hepatic .mpavmem o Acute o chroni deturbencca of er ancion ey necesshate the
dicontinuaton of COC use unt markes of e functon retrn t normaland COC
causation has been excluded. [see CONTRAINDICATIONS ( 4) and WARNINGS AND
FRECAUTIONS  5.2)

8.7 Renal Impairment

‘The pharmacokinetics of Tri-Lo-Marzia has not been studied in women with renal
impairment.

10 OVERDOSAGE

‘There have been no reports of serious il effects from overdosage of oral
contraceptives, including ingestion by children. Overdosage may cause withdrawal
bleeding in females and nausea.

11 DESCRIPTION

Trio-Mardia s 2 cominaton oralcontrceptie conaing the progestatond
compound und B
o e TS - Lo.cior 1
oxime acetate (ester)) and ethinyl estradiol s designated as (19-n0r-17a-
pregna,1,3,5(10)-trien-20-yne-3,17-diol).
Each acle whte fim costed bt contsins 0.18 mo nargestte and 0.025 g
ctive ingredent

celu\ese, ,poyetylene gcol povidene and ttanum dmﬂda
Each a
ooy gt nactive noredints include anhydmus lactose, cruscarmelbse
sodium, FD&C Blue No. 2 Aluminum Lake, hypromelose, lactose monohydrat
magnesium stearate, ricrocrystaine cokiose. poveyine dheon povdone and
titanium dioxid
Each actve bus fim-coated tabet contains 0,25 mg norgestimate and 0.025 mg
ethinyl estradiol. Inactive ingredients include anhydrous lactose, croscarmelose
o, FDEC e N, 2 Aminm ok, hypromekose, bcose monalydrate
megnesum stesrate, L p
titanium diox
Each green fim-coated tablet contains anly nert ngredients, as folow:
cruscarmelk‘)se sodum. FDEC Bhie No. 2 Abminum Lake, promelose, ron oxide
w, lactose monohydrate, magnesium stearate, microcrystaline celulose,
Tethyiene gyeeran teanom cioxe

Eviny Esradicl

12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action
COCs lower the risk of becoming pregnant primariy by suppressing ovulation. Other

possible mechanisms may include cervical mucus changes that inhibit sperm penetration
and endometrial changes that reduce the lkelihood of implantation.

12.2 Pharmacodynamics
No specific pharmacodynamic studies were conducted with Tri-Lo-Marzia.

12.3 Pharmacokinetics
Absorption

Norgestimate (NGM) and EE are rapidly absorbed folowing oral administration. NGM is
rapidly and completely metabolized by first pass (ntestinal and/or hepatic) mechanisms
to norelgestromin (NGMN) and norgestrel (NG), which are the major active metabolces
of NGM,

Mean pharmacokinetic parameters for NGMN, NG and EE during three cycles of
administration of Tri-Lo-Marzia are summarized in Table 3.
Pesk serum concentratons of NGMN end E£ vere qeneraly resched by 2 fours ofter
Lo-Marzi folow

110025 ma EE dose s approximataly 1.5 o 2 foul for NGMN an appmx\m ately 1.

fu\d for EE compared wih singke dose adminitraton, n egreament wih that predicted
n inear kinetics of NGMN and EE. The pharmacokinetics of NGMN is

pmpormnal folowing NG dases of 018 to 025 mg. Steady- s!a!emndrwns for NG
following each NGM dose and for EE were achieved during the three cycle study. Non-
ot Seeamulation (4550 14.5 1) o1 NG whe oosereee 2t 6sul of high affinty
binding to SHBG, which fimits its biological activity.

Table 3 Summary of NGMN, NG and EE pharmacokinetic parameters.

Table 3: Mean (D) Pharmacokinetic Parameters of TriLo-Marzia During a
tudy

Cy:le
Anayte®  Cycle Day max  tmax (h) AUCotozan tuz(h)
NGMN( to #) 1 1 0,91 0.27) 1.8 (1.0) 5.86 (1.54) NC
3 7 1.42(043) 1.8(0.7) 11.3(32) NC
14 157(039) 18(07) 13.9(7) NC
21  1.82(054) 1.5(0.7) 16.1(4.8) 28.1(10.6)
NGt to #) 1 1 0.32(0.14) 2.0 (L1) 2.44(2.04) NC
3 7 164(089) 19(09) 27.9(181)  NC

14 211(113) 4.0(63) 40.7 (24.8) NC
21 2.79(142) 17(12) 49.9(27.6) 36.4 (10.2)

EE(tS.0) 1 1 556(181) 17(05) 421(118) NC

3 7 911(367) 13(03) 782(329) NC

14 96.9(385 1.3(03) 796 (273) NC
21 95.9(389) 13(06) 771(303) 17.7 (4.4)

ot cauated
Norelgestromin, NG = norgestrel, E€ = ethinyl estradol

The effect of food on the pharmacokinetics of Tri-Lo-Marzia has not been studied,
Distribution
NGMN and NG are highly bound (>97%) to serum proteins. NGMN is bound to albumin



and not to SHBG, whike NG is bound primarily to SHBG. EE is extensively bound (>97%)
to serum abumin and induces an increase i the serum concentrations of SHBG.

Metabolism

M is extensively metabolized by first-pass mechanisms in the gastrointestinal tract
andor er. NGHS primary actie mefabolte s NGMI. Subseauent hepatc metabolsm
MN occurs and metaboltes include NG, which fs also active and v
Fyeiroxyited and Conjigated metaboltes. Athough NGHN and ks metaboltes inhbk a
varietyof P4SD enaymes inhuan her microsormes, under th recommended dosh
regimen, the n vivoconcentratio MN and ts metaboites, even at the peak serum
oo vy o comperen t the mHiRory conetam € ). £ & 36 ool
to various hydroxylated products and their glucuronide and sulfate conjugates.
Excretion
Folloning 3 cyckes of adminiiraton of TreLo-Marze, the mean (2 SD) eimiaton al-lfe
values, at steady-state, for NGMN, NG and EE were 28.1 (= 10.6) hours, 36.4 (= 10.2
Roursand 177 (= 44)hours, respectivey (Tbl ) The metabokes of NGMN and i
are elminated by renal and fecal patt
Use in Specific Populations
Effects of Body Weight, Body Surface Area, and Age:
Tha fcts of booy welgh by st e age o rce o the phormacokets of
M. NG and EE were evaluated i 79 heakhy women usin pookd data folows
single dose administration of NGM 0,18 or 0.25 mg / EE 0.025 mg tablet
PharmacoKinetk stuces: Increasing bocy weght and body surface ares were éach
decresses n C parand AUC o1 2values for NGHN and £&
creases i CUF oralcleorance) for EE ncressg oy weight by 104 & predietd to
reduce the folowing parameters: NGMN C mauby 9% and AUC oo 2anby 19%
by 13% o A vy 365 EE oo 135 AUC goamty 125, Thase
changes were statisticaly significant. Increasing age was associated with sight
decreases (6% with increasing age by 5 years) in C maxand AUC g to 2anfor NGMN a"d
were statistically significant, but there was no significant effect for NG or
Smal o madarae ackon (5 6 403 of ine overl vl 1 the pharmaCaKretis of
NGMN and EE folowing TriLo-Marzia Tablets may be explained by any or al of the above
‘demographic parameters.

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
[see WARNINGS AND PRECAUTIONS (5.2, 5.11) and USE IN SPECIFIC POPULATIONS (
8.1)

14 CLINICAL STUDIES
In an active controlled clinical tria lasting 12 months, 1,673 women, 18 to 45 years old

2050 18 to 35 years was approximate 2.6 pregnancis per 00 woman.years of use

16 HOW SUPPLIED/STORAGE AND HANDLING

16.1 How Supplied

Tri-Lo-Marzia are avaiable in a blister containing 28 tablets packed in a pouch (NDC
72789-435-79).
Each blster (28 tablets) contains in the folowing order:
7 white to off white, round, fim-coated tablets debossed with LU' on one side and
'E21" on the other side contains 0.18 mg norgestimate and 0.025 mg ethinyl
estradiol
» 7 light blue, round, fim-coated tablets debossed with ‘LU’ on one side and "E22° on
the other side contains 0.215 mg norgestimate and 0.025 mg ethinyl estradiol
» 7 blue, round, fim-coated tablets debossed with LU’ on one side and "E23" on the
other side contains 0.25 mg norgestimate and 0.025 mg ethinyl estradiol
* 7 green, round; biconvex, fim-coated tabets (nor-hormona placebo) debossed with
U’ on one side and "E24 on the other side contains inert ingredients

16.2 Storage Conditions.

» Store at 25°C (77°F); excursions permitted to 15° to 30°C (59° to 86°F). [see USP
Controlled Room Temperature],

« Protect from lght.

= Keep this and all medication out of reach of chidren.

17 PATIENT COUNSELING INFORMATION

See FDA-APPROVED PATIENT LABELING (PATIENT INFORMATION and INSTRUCTION

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].

g
g

pared o nor-users of COCs & retest aftr nkoly

Startng 2 COC of restartng (folowng a &-week or oreater pkiree ntervathe same
o1 a diferent COC faae WARNINGS AND PRECAUTIONS ( 51),

» Tri-Lo-Marzia does not protect against HIV infection (AIDS) and other sexualy
transmitted infections.

Tri-Lo-Marzia is not to be used during pregnancy; if pregnancy occurs during use of

Tri-Lo-Marzia instruct the patient to stop further use [see WARNINGS AND

PRECAUTIONS ( 5.9)]

Take one tablet dally by mouth at the same time every day. Instruct patients what to

do in the event tablets are missed [see DOSAGE AND ADMINISTRATION ( 2.2)].

Use a back-up or alternative methad of contraception when enzyme inducers are
used with Tri-Lo-Marzia [see DRUG INTERACTIONS ( 7.1)

= COCs may reduce breast mik production, this s less likely to occur if breastfeeding is
wellestablished [see USE IN SPECIFIC POPULATIONS ( 8.3)]

= Women who start COCs postpartum; and who have not yet had a period, should use
‘an additional method of contraception unti they have taken a white tablet for 7

A 2)1.
» Amenorrhea may occur. Consider pregnancy in the event of amenorrhea at the time
of the first missed period. Rule out pregnancy in the event of amenarrhea in two or

more consecutive cycles [see WARNINGS AND PRECAUTIONS ( 5.8)].

LUPIN and the i‘- are registered trademarks of Lupin Pharmaceuticals, Inc.

Distributed by:

Lupin Pharmaceuticals, Inc.

Naples, FL 34108

United States

Manufactured by:

Lupin Limited

Pithampur (M.P.) - 454 775

India

Revised: November 2024

PATIENT INFORMATION

Tri-Lo-Marzia™ [TRY-LOW-mar-ZEE-uh]

(norgestimate and ethinyl estradiol tablets USP)

What is the most important information | should know about Tri-Lo-Marzia?

Do not use TrkLo-Marzia f you smoke cigarettes and are over 35 year
oklSmoking creases your rk of serbus Cardlovasculr sila efedts from harmcna\

birth control pils, including death from heart attack, blood clots or stroke. This

increases with age and the number of cigarettes you smoke.

What is Tri-Lo-Marzia?

Tri-Lo-Marzia s a birth control il (oral contraceptive) used by women to prevent
pregnancy.

How does Tri-Lo-Marzia work for contraception?

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

Based on the results from the ciinical study, about 3 out of 100 women may get
pregnant during the first year they use Tri-Lo-Marzia.

“The following chart shows the chance of getting pregnant for women who use different
methods of birth control. Each box on the chart contains a fist of birth control methods
that are simiar in effectiveness. The most effective methods are at the top of the chart.

the bottom of the chart shows the chance of getting pregnant for women
who do not use birth control and are trying to get pregnant.

pregnancy per 100

Fewer than 1 Fewer Pregnancies ‘
Wormen in one year

10t
pregnancies
oS g B o
750 women
" one year fee daye
o
Sty
Wingrawal
o5 or mars
pregnancis per 100 More pregnancies No birth control

omen i one year

Who should not take Tri-Lo-Marzia?
Do not take Tri-Lo-Marzia if you:
‘smoke and are over 35 years of age
had blood clots in your arms, legs, lungs, or eyes
fhad a problem ith your bood that makes t cot more than normal
ertain heart valve problems or irregular heart beat that increases your risk of
havmg bood clots

o pear attc
have high blood pressure that cannot be controlled by medicine

diabetes with kidney, eye, nerve, or biood vessel damage
have certain kinds of severe migraine headaches with aura, numbness, weakness or
changes in vision, o any migraine headaches if you are over 35 years of age
have Iver problems, including ver tumors
take any Hepatiis C drug combination containing ombitasvir/paritaprevir/ ritonavr,
e or whhaut dssabuvy. This mey ncrease evesof the ber nzyme "
aminotransferase" (ALT) in t
» have any unexplained vagm\ bleeﬂmg
« are pregnant
» had breast cancer or any cancer that is sensitive to female hormones

If any of these conditions happen while you are taking Tri-Lo-Marzia, stop
taking Tri-Lo-Marzia right away and talk to your healthcare provider. Use



non-hormonal contraception when you stop taking Tri-Lo-Marzia.
What should | tell my healthcare provider before taking Tri-Lo-Marzia?

Tell your healthcare provider if you:
» are pregnant or think you may be pregnant

» are depressed now or have been depressed in the past

» had yelowing of your skin or eyes (jaundice) caused by pregnancy (cholestasis of
pregnancy)

arebresstfeeding or planto bretfesd. rkLo-Marzia may decrease the amourt of
breast mik you make. A small amount of the hormones in Tri-Lo-Mar:

into your breast mik. Talk to your heanh(ave provider about the best birth control
method for you whie breastfeeding

Tell your healthcare provider about all the medicines you take,incliding
prescription and over-the-counter medicines, vitamins and herbal suppiements.
TrkLo-Marzia may affect the way other medicines work, and other mediines may affect
how well Tri-Lo-Marzia works

medicines you take. Keep a list of them to show your heakthcare provider and
pharmacist when you get a new medicine.
How should I take Tri-Lo-Marzia?
Read the Instructions for Useat the end of this Patient Information
What are the possible serious side effects of TriLo-Marzia?

Like pregnancy, Tri-Lo-Marzia may cause serious side effects, including
blood clots in your lungs, heart attack, or a stroke that may lead to death.
Some other examples of serious blood clots include blood clots in the legs
or eyes.

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:

» first start taking birth control pils

« restart the same or different birth control pils after not sing them for a month or
more

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

25 pam that it not go ovey

+ sudden severe shortness of breath

* Sudien change 1 vsion o bindness

+ chest pain

+ asudden, severe headache unike your usual headaches
+ weakness or numbness in your arm or leg

+ trouble speaking

Other serious side effects include:
+ liver problems, including:
o rare ver tum
© jaundice (cholestasis), especaly if you previously had cholestasis of pregnancy.
Call your heatthcare provider f you have yelowing of your skin o eyes

+ high blood pressure. You should see your heakthcare provider for a yearly check of
your bood pressure

gallbladder prol

Ehanges inthe Sugar and fat (cholesterol and trighycerkies) levels in your

* new or worsening headaches including migraine headaches
irregular or unusual vaginal bleeding and spotting between your menstrual

periods, especially during the first 3 months of taking Trr-Lo-Marzia.

depressior

possible cancer in your breast and cervix

swelling of y und your mouth, eyes, and in your

Throat (angioedema).Cal your heakncare broviler I you have a swolkn face, s,

.
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uth, especially during pmgnancy  ehioasrman W omen i o get
Chioasima Shovld 2ol Spenting 5 1ong e I SunkGht, Eaning Looths, ond under
sun lamps whie taking Tri-Lo-Marzia. Use sunscreen if you have to be i the sunight.

What are the most comman side effects of Tri-Lo-Marzia?

+ headache (nclung miraine)

» nausea and vom

» breast prol
© tenderness, pain and discomfort
» enlargement and swelin
o dischargs
o nipple pain

stomach pain
pain with your periods (menstrual cycle)
mood changes, including depression

cne

vaginal infections
ating

weight gain

fatigue

These are not ol the possbie s effects of TrdasMerzle. For more formation, ask
your healthcare provider or phar
You may report side effects to the FDA at 1-800-FDA-1088.
may s report side effects to Luph Pharmaceuticls,Inc. ot 1.800-399-2561 or
Vo0 o K e o ek ot v \uD\nDharmace«tla\
What else should | know about taking Tri-Lo-Marzi
« If you are scheduled for any lab tests, tell your hea\th:are $ provter you ae taking T
Lo-Marzia, Certain blood tests may be affected
* TrhLo-Marzi does ot protect aganat HIV nfection wnsy and ther sexualy
transmitted infection:

How should | store Tri-Lo-Marzia?
» Store Tri-Lo-Marzia at room temperature between 68° to 77°F (20° to 25°C),

» Keep Tri-Lo-Marzia and all medicines out of the reach of chidren

+ Store away from ight.

General information about the safe and effective use of Tri-Lo-Marzia.

Medkines are sometimes prescried for purposes other than those ted n a Patient

Information keaflet. Do not use Tri-Lo-Marzia for a condition for whict

prescrived. Do nat gve-TrLo-Maria o other peopi, even K they have the same

symptoms that you have.

‘This Patient Information summarizes the most important information about Tri-Lo-
Marzh You can esk your pharmacist o hestcare provder for formtion sbout Tr-

Lo-Marzia that s writen for health professional

For . call Lupin Pt Inc. at or you can
visit the Lupin website at wwiw_lupinpharmaceuticals.com.
Does hormonal birth control cause cancer?
Itis not known if hormonal birth control pils causes breast cancer. Some studies, but
not all, suggest that there could be a slight increase in the risk of breast cancer among
current users with longer duration of use.
If you have breast cancer now, or have had it in the past, do not use hormonal birth
control because some breast cancers are sensitive to hormones.
Women who use birth control pils may have a slightly higher chance of getting cervical
cancer. However, this may be due to other reasons such as having more sexual
partners.
What if | want to become pregnant?
You may stop taking the pill whenever you wish. Consider a visit with your heakthcare
provider for a pre-pregnancy checkup before you stop taking the pil
What should | know about my period when taking Tri-Lo-Marzia?
Your periods may be lighter and shorter than usual. Some wormen may miss a period.
Irregular vaginal bleeding or spotting may happen whie you are taking Tri-Lo-Marzia,
especiall during the first few months of se. This usualy is not a serious problem. It is
important to continue taking your pill on a regular schedule to prevent a pregnancy.
What are the lngredlems in Tri-Lo-Marzia?
white to off white, light blue, and blue pill contains
joatics s oy, astadol
Inactive ingredient:
Whte to ot whie pik: anhydrous lctose, croscarmelose sodum, hypromelose,
esium stea . polyethylene
giy:nl povidone and titanium dioxide.
Light blue pils: anhydrous lactose, croscarmelose sodium, FD&C Blue No. 2 Aminium
ke, hypromelose, lactose monohydrate, magnesium stearate, microcrystaline
cellulose, polyethylene glycol, povidone and titanium dioxide.
Ble pils: anhycrous ctose, croscarmelose sodum, FDGC Blue No. 2 Aluminm Lake,
lactoss magnesium stearate, celulose,

palyethyiene gycol. povidane and tianium doxide.

pils: croscarmelose sodium, FD&C Blue No. 2 Aluminium Lake, hypromelose, iron
oxide yellow, lactose monohydrate, magnesium stearate, microcrystaline celuiose,
polyethylene glycol and titanium diox

INSTRUCTIONS OF USE
Tri-Lo-Marzia [TRY-LOW-mar-ZEE-uh]
(norgestimate and ethinyl estradiol tablets USP)

Important Information about taking Tri-Lo-Marzia
» Take 1pil every day at the same time. Take the pils in the order directed on your
biister.

* Do not skip your piks, even f you do not have sex often. If you mis pilt including
rting the pack bie) you could get pregnant. The more piks you mis, the more
ety you arc s get pr

+ Ifyou have trouble femembering totake TrLo-Marzl, tak to your heakhcare
provider. When you first start taking Tri-Lo-Marzia, spotting or light bleeding in
between your periods may occur. Contact your heakhcare provider if this does not

away after a few months.

» You may feel sick to your stomach (nauseous), especially during the first few months
oftaking IrLo-tarzla. I you eel ic to your stomach, do notstop taking th pill

problem will usually go away. If your nausea does not go away, cally
heatincare provider.

» Missing pils can also cause spotting or light bleeding, even when you take the missed
pils later. On the days you take 2 pils to make up for missed pils (see What should
I do if I miss any Tri-Lo-Marzia pills?below), you could also feel a ittle sick to your
stomach,

= Itis not uncommon to miss a period. However, If you miss a period and have not
taken TriLo-Marzleaccordig o drections, o mis Zperiods I arow o fee ke you

may be pregnant, call yo ssthcare providr. I you have » poskive pregrancy test
You shoukd $op takng TrLo.Mar

+ 1you have vornting or darrhea witin 3 o ahours of taking your pil, take another
pil of the same color from your extra blister. If you do not have an extra blster, take
the next pil in your bister. Continue taking allyour remaining pils in order. Start the
first pil o your next bister the day after finishing your current blister. This wil be 1
day earlie than originally scheduled. Continue on your new schedule.

» If you have vomiting or diarrhea for more than 1 day, your birth control pils may not
work as well. Use an additional birth control method, iie condoms and a spermicide,
until you check with your healthcare pro

» Stop taking Tri-Lo-Marzia at least dweeks before you have major surgery and do not
restart after the surgery without asking your heatthcare provider. 8e sure to use
other forms of contraception (ke condoms and spermicide) during this time period.

Before you start taking Tri-Lo-May

 Decite what e of Gay you wan to oke L ks Important o take K at the
Same time overy day and n the order a5 drected on your plet

+ Have backur,contracapton (corome and Sper miksie) avalabl and F possEe, an
extra full pack of pils as needed.

When should I start taking Tri-Lo-Marzia?

1f you start taking Tri Lo-Marzia and you have not used a hormonal birth

control method befo

" There are 2 ways to start taking your birth control pils, You can ether start an
Sunday (Sunday Start) or on the first day (Day 1) of your natural menstrual period
(Day 1 Start). Your healthcare provider should tell you when to start taking your birth
control pi

* I you use the Sunday tart, use non-hormonal ack-up contracepton such a3

spermicide for the first 7days that you take TriLo-Marzia. You do not

haed back up contraception 1 you use the Day 1 Strt




If you start taking Tri-Lo-Marzia and you are switching from another birth

control pill:

» Start your new Tri-Lo-Marzia pack on the same day that you would start the next
pack of your previous birth control method,

» Do not continue taking the pis from your previous birth control pack.

1f you start taking Tri-Lo-Marzia and previously used a vaginalring or
transdermal p:
» Start using o arzoon the day you would have reapplied the next ring or patch.

If you start taking Tri-Lo-Marzia and you are switching from a progestin-only

method such as an implant or injection:

* Start taking TrLo-Marzia on the day ofremoval of your implant or on the day when
u would have had your next injectior

If you start taking Tri-Lo-Marzia and you are switching from an intrauterine
device or system (IUD or IUS):

= Start taking Tri-Lo-Marzia on the day of removal of your IUD or IUS.

» You do not need back-up contraception if your IUD or IUS is removed on the first day.
(Day 1) of your period. If your IUD or US is removed on any other day, use non-
hormonal back-up contraception such as condoms and spermicide for the first
7days that you take Tri-Lo-Marzia

Keep a calendar to track your period:

If this is the first timeyou are taking birth control pils, read , "When should I start
rzia?"above. Folow these instructions for ether a Sunday Startor a

Sunday Start:
You willuse a Sunday Starti your heakhcare provider told you to take your first pillon
Sunday

Take pill 1on the Sunday after your peri
If your period starts on a Sunday, take pi
instructions below.

Take 1pil every day in the order on the bister at the same time each day for 28days
» After taking the last pil on Day 28from the bister, start taking the first pil from a
new pack, on the same day of the week as the first pack (Sunday). Take the first pill
in the new pack whether or not you are having your periot

Use non-hormonal back-up contraception such as condoms and spermicide for the
first 7days of the first cycle that you take TriLo-Marzia

arts.
that day and refer to Day 1 Start

Day 1 Start:
Jou wiluse 2 Day 1 Startit your doctor tod you o take your frst pill 2y 1) on the
first day of your per

Take Lpil every day in I the oder of the bistr,at the same time each day, for

» Ater taking the last pill on Day 28from the bister, start taking the first pil from a
new pack, on the same day of the week as the first pack. Take the first pil in the new
pack whether or not you are having your period.

Instructions for using your blister:

Each new blister has 28 pills

» 7white to off white pils with hormone, for Days 1 to 7

* 70ght bue pis wih hormone, for Dlvs sto

Fblue pils with hormones, for D
+ Toreeh plls (WRhoUE Parriones) for Days e

Step 1. SET THE DAY on your Blister

Sunday Start:Each bister has been preprinted with the days of the week, starting with
Sunday, to faciitate a Sunday-Start regimen.

Day 1 start

+ Six diferent day label srips of the week have been provided with this pack in order
to accommodate a Day-1 Start regimen.

+ Pick the day label strip that starts with the first day of your period. Place this day label
strip over the area that has the days of the week (starting with Sunday) pre-printed
on the bister (Refer figure b
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Step 2. Remove pill "1" by pushing down on the pill.The pil wil come out through
a hole in the back of the strip.
Step 3. Swallow the pill.You wil take 1pill every day, at the same time each day.
Step 4. Wait 24 hours to take your next pill.Continue to take 1pil each day until all
the pils have been taken
Step 5. Take your pill at the same time every day.lt is important to take the
correct pill each day and not miss any pils.
To help you remember, take your pil at the same time as another daily activiy, e
turning off your alarm clock or brushing your teeth.

6. When your blister is empty. You wil start a new bister on the day after pil
"28." Remember to take your first pil in every refillon the same day of the week, no
matter when your next period starts.
What should 1 do if | miss any Tri-Lo-Marzia pills?
If you miss 1 pill in Weeks 1, 2, or 3, follow these steps:
» Take t as s00n as you remember. Take the next pillat your regular time. This means

you may take 2pils in 1day.

+ Then continue taking 1pil every day until you finish the pack.
» You do not need to use a back-up birth control method if you have sex.

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

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

» Then continue to take 1pil every day until you finish the pack.

» Use a non-hormonal birth control method (such as a condom and spermicide) as a
back-up if you have sex during the first 7 daysafter missing your pils

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 pill pack and start a new pack that same day.

» You may not have your period this month but this is expected. However, if you miss
your period 2 months in a row, call your healthcare provider because you might be
pregnant.

You could become pregnant if you have sex during the first 7 days after you restart
your pils. You MUST use a non-hormonal birth control method (such as a condom
and spermicide) as a back-up if you have sex during the first 7days after you restart
your pils.

« If you are a Sunday Starter:

Keep taking 1pil every day until Sunday. On Sunday, throw out the rest of the pack
and start a hew pack of plls that same day.
Use a non-hormonal birth control method (such as a condom and spermicide) as a
back-up if you have sex during the first 7days after you restart your pils.

If you have any questions or are unsure about the information in this leaflet,
call your healthcare provider.
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