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FULL PRESCRIBING INFORMATION

EVENTS

Ci i i 0 from combination
oral contraceptive (COC) use. This risk increases with age, particularly in women over 35
years of age, and with e number of cgarees smoked. For this resson, COCs

35 years ke fsee

CONTRAINDICATIONS (4.

1INDICATIONS AND USAGE

1.1 0ral Contraception

“Tri-Lo-Marzia™ Tablets are indicated for use by females of reproducive potential o prever
preguancy [see CLINICAL STUDIES (14).

2DOSAGE AND ADMINISTRATION
21 How to Start Tri-Lo-Marzia
wallet fs

Loty be sared ush)g eithera Day I sartor 2 Sy e Table 1) For he mttyeloof
9 sed until afer the first 7

aSunday
Lomecive doy ol driistaon
22 How 1o Take Tri-Lo-Marzia

Table 1: nstructons for Administraton of Tri-Lo-Marzia
Starting COCs i

Important:
Consider the possibilty of ovulation and concepton prior t iniiationof this product.

Tablet Color:
Tri-Lo-

Marzia actve tblets are white © off white (Day 1t Day 7) lightblue (Day 8 to Day 15) and blue (Day 16 0 Day 21) an has green imactve blets ( Day 22 1o Day 28)

Switching to Tri-Lo-Marzia from another oral contraceptive
Switching from another contraceptive method to Tri-Lo-Marzia
‘Trans dermal patch

ina ring

Injection
Intrauterine contracepive

Implant

0 faclitate prop located in the

Starting Tri-Lo-Marzia after Abortion or Miscarriage

Fintainesr,
* Aftera firs . Tri-Lo-
additonal method of ot needed if Tri-Le I
+ I Trk Lo Mrdais ot sared witin ays fer erminaionol he reamr e et should
use addito st seven

ol her Tl kol T Mt

seconi-vimeser:

o o e cressd sk

o marboenilic e, S Tko: Ve homing e e i Tl 1 or by 1o

Sundaysata desird. I s Sunday st useadlionl nor hormona conacepton (such a5
Condams an spermicid)fo e st sevendov of o patens st cycle pak o Tri-Lo-Marzia.

PATIENT LABELING.]

Starting Tri-Lo-Marzia after Childbirth
Do motstart unil 4 weeks after delivery, due © the increased riskof thromboembolic disease. Start

Hi-Lo-Marzia following the lnstructions in Table 1 for women ot
currenty using hormonal conracepion.

HE
H

 Tri-Lo-Marzia i ot recommended for use inlactaing women [see USE IN SPECIFIC
POPULATIONS (8.3

o lhe i b ovulationan
comeptonoccuing ror o s o Tri-Lo-Maria ) WARNINGS

USE IN SPECIFIC (8.1 AND 8.3), and FDA-

APPROVED PATIENT LABELING),

Walet Pack:

SET THE DAY

. the week, striing with Sunday, 0

facilitate a Sunday-Start regimen.
iy 1 Start:

e s o » Kinorderto
modate a Day-1 Strt regimen
o Pk doy abel i ht o with e st day of our period. Place tis day lbel seipoves
the area that has the days of the week (starting with Sunday) pre-printed on the wallet (Refer
figure below).

Day 1 Start:
Tale fstactive et without regard o el omte sty of eses,

of21
Take one green imcive able dafy for 7 doys ndt e same ine Py pascive uhlm were aken
s the da

Sunday Start:

meals Due o

y afer aking the last inactive abler)

for a toal of 21 days,

Take o pree e el for e folowing 7 dysan e same e of oyt cive bl were
S s g e ot cive le) s s o ormorel conceptve s e

packof the
Start Tri-Lo-Marzia:
Onthe day when next application would have been scheduled
Onthe day when next insertion would have been scheduled
Onthe day when next infection would have been scheduled

Ifthe IUDis the patienc’s menstrual cycle, additional por-hormoral
Onthe day of removal

ded for

the firstcycle pack




o perod boings on 2 day ather than Sunday, lacs e day
Tabel siip thatstars wilh the firs day of your period here.

bt Margia® emssscoiysmsivins, T

P

LK

A8 AE AL AR AE AL

St 25T (77, xcursions et 0 15° 0 30T (56°10 85
{522 USP Contiolld oo Temperzue). Potct fon Ight

= Remove pill "1 by pushing down on the pil. The pill will came out through a hole i the back of
the s

wip.
= The patient should wait 24 hours o take the next pill. Continue o take one pill cach day il all the
 pills e been

mpy. afer pill "28." The firstpill in

very L will aysbe aennh s dyof e week 3 et vl e patents et
period i

23 Missed Tablets

‘Table 2:Instructions for Missed Tri-Lo-Marzia Tablets

Ifone active tablet s missed in Weels 1, 2,or 3 Take the tabletas soon s passible. Cortinue hing one wblet aday undl the pack s inished.
Take the two missed tablets as so0n as possible and the next two active ablets the next day

I two acive blets are missed in Week 1 or Week2
I two active blets are missed i the third week or three or more active tblets 12,013

'Day Lstrt
‘Sunday start Continue taking ore tablet  cay uniil Sunday, then throw out the rest of the

2.4 Advice in Case of Gastrointes tinal Dis urbances
Incase of severe vomiting or darrhes, absorption may not be complete and additioal contracepive
measures should be taken. If vomiting o diarthea occurs within3 (0 4 hours afer aking an acdve ablet,
handle this as a missed blet [see FDA-APPROVED PATIENT LABELING].

3 DOSAGE FORMS AND STRENGTHS

Tr-Lo-Maria ables e er:
*+ 7 i o off whie,our, ilm-conted ubles debossed i LU onore ide i "E21" iy

. 7llghlblue ey film couted abletsdebossed W " omone e i “E22 o e ot side

o e st Fmoiet s Epe i L0 e 53 e ot e of he
tablet conains 0.25 mg, rorgestimate and 0.025 mg cthiny] estradiol

7 green, round, bicomvex, film-coated, sblets debossed with LU on one side and "E24" onthe other
side of the ablet contairs inertingredients

4 CONTRAINDICATIONS
Do not pescribe Tri-Lo-Marzia to woren who are known o have the following conditions:
‘A highrisk of arterial or venous thrombotic diseases. Examples include women who are known 0

o Smoke, if over age 35 [see BOXED WARNING and WARNINGS AND PRECAUTIONS (5.1)]

o Have deep vein thrombosis or pulionary embolism, now or in the past [see WARNINGS AND.
PRECAUTIONS (301
o Isee 5 !
o Isee o
o r;« S AND PRECAU 0

mhogen f the heart (for
oo et st o s oo WARVINGSAND
PRECAUTIONS (5.1)]

o v )

o Have [see

o Have headaches with focal neuralogical sympioms or migraine headaches with aura [see
WARNINGS AND PRECAUTIONS (5.6)]

§ Momenoveage 5wy e bt Lo ARG D PRECAUTIONS .01
« Liverun i
werie biceding (see
. because there is no s Isee
SPECIFIC 5
© Breastcancer or cancer, past
AND PRECAUTIONS (510)]

5 WARNINGS AND PRECAUTIONS

517) Disorde Vascular
‘ Stop Tri-Lo-Marzia f anarterial thromboric event or venous tromboric (VTE) event occus.
 Stop Tri-Lo-Marzia if there is unexplained 10ss of vision, proptosis, diplopia, papillederns, or
etinal vascular lesions. Evaluate for rtinal vein thrombosis immediately [sce ADVERSE
REACTIONS (6.2).
o If feasible,stop T
other free

o-Marsia o east 4 weels before and tiough 2 weels afe moorsurgery or

Easwellas
immobilization.
S TH-o-Marda o arler han el after dellvry, o who re ot residing
o o VT ocesas s i Ghdposyram o whares sk

vt bvetes e the i por

« Tod ke of Gocs rereses b ol VI Wowever, pregrncy s theskof VTE 33
muchor more e s o COCe.The ikl VI inwomenusing COCs is 3109 cases per
10300 womaryeas. The riskof VTE i ighet durig e frstyearof e of COCy
esaring hormon contacepionafier abreakof & wees or onger. The riskof bramboenbolic
disesse doe o COCs gradalydisppurs fter e s disconte.

 Use of COC also increases the risk o arteral thromboses such as srokes and myocardial
intarcions,epecily nwonen it e sk scors for s cvens. COCs bve beenshown o
increase ble s
henmrhgic sroles) sk mreanes it e, prdeotay m wom over 5 yesr of 3¢ who

« Usecocs
52 Liver Disease

Impaired Liver Functon

Do ot use Trl-Lo-Mara nwomen i e sease suchas e il heptis o svere

liver Acu of
oc
pormal been excluded. Discortinue Tri-Lo-Marzia if
Liver Tumors
Tri-Lo- s e
estimate of the
bl skl . :cmmn 1000 COC users. Ruptue of hepaiic adenomas nay cause death through
bdomiral hemorrhage.

loping years)
O e Howevr e kol v <ancrs inCOC wers s e o o ps milon ern

53 High Blood Pressure

TricLe
vascular disease
oo Sload resote ko Th-Lo Ml ioodprecone rses Sgncacy.

COCs, and this increase is more likely.
use. The incidence of hy with increasing

concensations of progestin.

5.4 Gallbladder Disease

i " ping among C
Use of COC may worsen existing gallbladder discase. A pasthistory of COC-related cholestasis

55 Carbohydrate and Lipid Metabolic Effects
Carfully oo predabtc ad e womenwho e Ti-Lo-Marsa, COCs oy decease
glucose lolerance

n fonof
women will have adverse lipid changes hile on COC.

‘Wormen with hypertriglyceridemia, o a family history thereof, may be at an increased risk of
pancreatis when using COX

5.6 Headache

1fa woman aking Tri-L headach tem, or severe,
evaluate the cause and discontinue Tri-Lo-Marzia f indicated.

TridL of migraine.
during COC use (which may be procramal of acerebrovascular even).

5.7 Bleeding Irregularities and Amenorrhea
Unscheduled Bleeding and Spotting

especaly ding h st reemomsof e I leecing prsists o ocurs aferpreviously regular
cycles,checkfor cases such s pregrncy o ey pabology adregarey e excloded
bleeding irregularities roduct,
Inthe clinical ial of Tri-Lo-Marzia,the fr!lluu\(y et duraionof uscheduled ecing aior

of

spoting was ssesed n 1,673 women (11013 evluable cycles). A ol o 3(0.2%) woren
o T Mot s o s s i o spring. Bse on ot e clscl
sl 710 175 of worwosig oo M nxperltncm mmwa..um bleding per cycle e s
ar. The percent
Amnmnh:aanquommanhm
Woren who use Tri-Lo-1 0 s 0 amenorthea
i pre-existent
der the pos P I he patienc

he
themona day laer than she should have), corsider the possibility of pregnancy at the time of the first
missed period and take appropriate diagnostic measures. I the patent has adhered t0 the prescribed

€OC Use Before or During Early Pregnancy

sudies bih defe
dies also do .

P for as cardi I concerned, when oral
early Disconinue Tri-Lo-Marzia use if

pregnancy is confirmed.
should notbe used pregrancy [see

coCs 1o
USE IN SPECIFIC POPULATIONS (.1)).

59 Depression

s Tri-Lo-Marzia f depression
recurs o a serious degree.

510 Carcnoma o Breas and Cerix
 Tri-Lo-Marziais have or have

C S @)
Ther s subsantal evidnce i COC the incidence of br I
paststu incidence . more recent

Todes e oot confmed such n..amgs
Some

ity ih exentto
e g e e o b Trens o b e ot

5.11 Effecton Binding Globulins
s may globulin,
lobuli lobulin The dose of i
ar cortisol therapy may need o be increased.

5.12 Monitoring,
Womanwh is taking COCS should have a yearly vsit with her healthcare provider for a blood

resae check g e e heliere

513 Hereditary Angioedema

I women with hereditary angioedems, exogenous estrogens may induce or exacerbate symploms of

angioeders.

5.4 Chloasma
y  especially iha history of Women

with  tendency 1o the sun aking Tri-

Lo-Marzia.

6 ADVERSE REACTIONS

“The following. withthe use of COCs. in labeling:

the

sex within 7 days after missing tablets.

condoms

sex within 7 days



ke [sce BOXED WARNING and.

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

ierse reactions commonly reported by COC users are:
© Iegular uterine bleeding

o Nausea

e

* Headache

6.1 Clinical Trial Experience

ecause clinical trial g cordi bserved
inthe clnical tials of a drug camot be directly compared o rates inthe clinical trials of another drug
and may ot reflect he rats observed incliical practice
“The safety of Tri-Lo-Marzia 1,723 subjects who all
blinded, multicene: of Tri-Lo- piion. This rial

ho

healiny n, 18 age),wi
were sexually aciive with regular colus. Subjects were followed for up 0 13 28-day cycles.
Common Adverse Reactions (= 2% of subjects)

e of he 1, the 28-day
" following. incidence: (30.5%),
luding tender i liing, disch:
discomfort, cyst. 3%), bdomiral I disorders (incluc
d T ual discomic 1 disorde Jud
d d aliered, %) acoe (5.1%), vulvovaginal
bdominal ) atlgue (2.1%).
Adverse Reactions Leading o Study Discontinuation
Inthe clinical wial of Tri-Le b il due
lead (1.2%),
‘ 0.

.7%), %),

(0.2%), flatulence (0.2%) and depression (0.2%).

Serious Adverse Reactions

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

6.2 Postmarketing Experience

e ol o adere drs s hove e epored frmvorduide psimieins
wadiol,

popul i 1 ble 0 "
e eradornip s o exposie

Infections and Infestations

Urieary tractnfection

Ne

Breast cancer, adevoms, focal rodular b
Immune System Disorders

Hypersersitivity

Metabolism and Nutition Disorders

Dyslipidemia

Psychiatic Disorders

Aniety, insommia

Nervous System Disorders

Syncope, comvlsion, paresthesia,dizziness.

Eye Disorders

Visual impairmee,dry eye, cotact lens imolerance.
Ear and Labyrinth Disorders.

Vertigo

Cardiac Disorders

Tachycardia,palpitations

Vascular Events

hot flush

Arterial Events
Arterial cardial inarction,
Respiratory, Thoracic and Mediastinal Disorders
Dysprea

Gastointesinal Disorders

Pancreaitis, abdomial distension, diarrhea, constipaton
Hepabiliary Disorders

Hepatits

Skin and Subcutaneous Tissue Disorders

Angiocdema, b it sweats, hyperhidrosis, .
uricaria, prois, acre

Musculoskeletal, Connectve Tissue, and Bone Disorders

Muscle spasms, pan in extremity, myalgia, back pain

‘Reproductive System and Breast Disorders

Ovarian cyst suppressed lacution, vulvovaginal dryness

General Disorders and Adminisiration Sie Condiions

Chest pain, asthenic conditors.

7 DRUG INTERACTIONS

c 5 of a@ with
hormonal contracepiives or the potenial for emzyme alteations.

No drug-drug interaction studies were conducted with Tri-Lo-Marzia

7.1 Effects of Other Drugs on Combined Oral Contraceptives

‘Substances Decreasing the Plasma Concentrations of COCs

Drugs P450 344 (CYP3A4), may
decrease the

s or el decrease of
cocs P b, felb ful
i

wort
e btlw:en(.()(.s Tt ber s oy e e peeding ol coacpive
falre. Cousel

the
e ndacer 10 evure tosnacepive eloily
Colesevelam

lesevelam, a bil it
Getrene e AUC of g s aio (5 Toe A mersci bovteon e comtscpive nd
colesevelamwas decreased when the two drug products were given & hours apart.
Substances Increasing the Plasma Concentrations of COCs

/0Cs conining EE increase AUC values

fores 10 25%. Ascorbic acid
reensaion, = posstly by iionol conugaton CYPIAG Tbiors soch o oacomole,

Reverse Transcriptase Inhibitors

»
have cases protease e
nd

se [e.g, indinn
e e otepent o et o i s meleosie voers Wmeipese e
(decrease e, nevirapine) o Increase [e.g., etraviine]).

72 Blecs of Combined Oral Cnteaceptves on Othr Drugs
Cs conainng EE

yelospori
lone, theophylli d
. rm acetaminophen, clofibric acid,
Jicyl
el s bcshowr iyt 0 mcionot K ucurokaton. Ths may ece
seizure contol; herefore, dosage adjustments of lamotrigine may be ne

hor ed thyroid hormane because
he Serumconcenaton o thyfod-biningg1obuln creases wih us of COCS.

7.3 Interference with Laboratory Tests

may. of suchas.

coagulation factors,lipids, glucose tolerance, and binding proteis.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

There s lte or no birth d during early
Epidemiologic sud have not found genial or bon-

al
Tow dose COCs prior 1 canceplion or during early pregrarcy.

ot admiister COCs o induce withdrawal bleeding as a test for pregnarcy. Do ot use COC
i ey 0 e et of bl ot
8.3 Nursing Mothers

Advise the ursing mother (o use other forms of contraception, when possible, il she has weaned her
child, COCs canreduce milk production in breasteeding mothers. This is less likely t accur once
breasifeeding is well-established; however, it can occur atany time insome women. Small amous of

8.4 Pediatric Use

Lo-Marzia Tablets have been establshed in women f reproductive age.
Efficacy is expected © be the same for post-pubertal adolescerss under the age of 18 and for users 18
years and older. Use of this product before menarche is not indicated.

85 Geriatric Use
“Tri-Lo-Marzia has not been studied in postmenopausal women and is notindicated in s population.
8.6 Hepatic Impairment
L b b hepaac inpacmen.

He seroid h may be. with hepat

e
Ter Tan oty o ol COC catmatontiosbeenexcded:fet CONTRANDICATIONS
ond WARNINGS AND PRECAUTIONS (6311

8.7 Renal Impairment
The Tri-Lo-Marzia h n

10 OVERDOSAGE.
‘There have beenna reports of serious il effects fram overdasage of oral coracepives, ncluding
¥ bleeding in females and

11 DESCRIPTION
T
e il estradiol. Norgest
Tydrony 16, estradiol is
desgated s (9-tor-17aprege . 3510) tien 0-vme.3,17-dol).
* Eachacve it filmcoed Gbit conir 0.18 g porgesiate 0025 g ety il

Icive ngrediens inclde anyirous aciose, croscarnelose sodium proelose, ac
ilose. polyeiiens shycol povidore and

ety

215 timate y

wadiol. Inuctive ingredienss lactose, FD&C Blue No.

Jumirium Lake, hypromellose, | iy 3
Iyethylene glycol, povidone

Tl

5 mg, ethinyl estradiol.
Iacive ingrediens nclde o acose, Lm»ulw”u\e o PR Blue N
i

e, potseiio el o

FDA&C Blue No. 2 Aluminium Lake, hypromellose, iron oxide yellow, lactose monohydrate,
yethylene glycol

HoNZ

Eio Estadio

12 CLINICAL PHARMACOLOGY

121 Mechanism of Action

COCs lower th risk of becomig pregrant prinrily by suppressing ovulation. Other possible
mechanisms. mucus changes

that reduce the likelihood of implantation.



122 Pharmacodynamics
N specific pharmacodyramic sudies were conducted with Tri-Lo-Marzia.

123 Pharmacokinetics

EEare rap i NGM s rapidly and

. which are the mjor NGM.

Meanpharmcolieic paraniers for NGMN, NG o B durin tree celes of administaionof T
Lo-Marzia are summarized in Tabl

IN and EE were g by 2 hours after
il Nt Accumutaton fllowing mlole s of e .18 NCM..035 g EE do
approxinely 1.5 t0 2 fold for NGMN and approximiely 15 fold for Ll:cmrmrmw\msmglndase
admiistration in agreement with that predicted based on linear Kietics of NGMN a
hamecokineicsof NG i dose proprtona allowing NGM doss of .18 0 o025 g Sty
st comiors for NGMN following ach NG dose ad o B were acieved durig e e
cycle study. Nor-linear I 5 lold)of NG Itof high affinity

g 1o SHBG, which ok 1 botogical ociy.
Table 3 Summary of NGMN, NG and EE pharmacokinedic parameters.

‘Table 3: Mean (SD) Parameters of Tri-Lo-Marzia During a )

Analyte” Cyde  Day  Couax tmax () AUCGw2en  ti2(h)

NGMN( 05 1 1 081027 10)  586(154) NC
3 7 142043 1807 11362 NC

4 17039) 1807 BIE) NC
2 182059 1507 161(8)  281(106)

NG 0t 1 1 032014 2001 2440204 NC
H 7 164089 1909  27.9081) NC
W 21013 4063) 40748 NC

2 279042 1702)  499076)  364(102)
EECSD 1 1 s608) 1705  421(18) NC
3 7 9L1@e7) 1303 782(329) Ne

14969085 1303) 79607 NC
A 959089 1306)  771E0Y 17744

e

* NGMN = Noregesomin, NG  norgesel, EE = cthny esadel

ot cakulaed

\UChro2ay ares wnder serum
emiation bl i,

9 unts for EE orly - L, Aoz~ hpgimL.
Food Effect:
‘The effect of food an the pharmacokinetcs of Tri-Lo-Marzia has not been suudied.

NGMN and NG ar higl serumprotens. KGN s
SHEG, while NG SHEG.
s e e sbrameonceralon of SHBG.
Metabolism
by
te is NGMN. polismof NGN ocers and

meaboles iclude NG, ek s i oo p sy oA o nted e
e tegimen, the in 'NGMN and its metaboli
relaively EEis also

metabolized 0 various

Excreton
Followig 3cxcles

Tri-Lo-Marria, values, at

. for o were 751 106 e, 304 (- 103y bt 177 4

i, espectey (a2 The sl of NCNIN £ elimied by el s el

pathways.

Use in Specific Populations

Effects of Body Weight, Body Surface Area, and Age

The e of oy weghs by e s, sge e on s parcolnetsof NGUN NG
dEE were ulue

NGNIO1 or 025 g /EE 0,035 g bt n e pénmocebieic s cresing vy g

oy Srace aesere aach peocaedwith dereoes oo 8 AU st oF NN

inc . Increasi 10'g i precicted o

rtdn:: - folowing Paraneers: NGMN Co by 958 a AUCo1y 24nbY 1956, NG Cop b 12%
AUCy 20003 46%,EE Cos by 13% and ATCorq2:,by 125 These changes were stsicall

ot e s s il cresing o by S e

d AU G

TR G ar EE. i sl o e acion(s 4000 o e ovrah vy
onmecosneceof NCAIN £ o Tt Lo Nl Tl s e el ay o1 ll of
the above demographic parameters.

13 NONCLINICAL TOXICOLOGY.

1.1 Carcinogenesis, Mutageness, Impaiment of Ferdlty
0)and USE IN SPECIFIC 8.1

14 CLINICAL STUDIES

Inanacie comlled clivicl vl Lsing 12 o, 1673 women, 8 1 45 years ld compleced
11003 cycle of Tt Lo-Marause a3 ol o 20 progeces wers reored e Lo Mt
users, The racial demographic

e 36 Ao 5, O (6 et were s eneaors o o of wolhe
weighrange {1 wome e was 90 0 240 b, with a e weghtof sbout 142 . Thepregrancy
rate inwomen aged 18 to 35 years was approximately 2.6 pregnancics per 100 woman-years of u

16 HOW SUPPLIED/STORAGE AND HANDLING.
16.1 How Supplied

Tri-Lo-Marzia are available ina ]
Such three pouches are

Each wallet (28 wblets) cortains in he following order:
7 white 0 off white, round, film-coated ablets debossed with LU on e side and
other side cortains 0.18 mg, norgestime and 0.025 mg ethinyl estradiol

 7lightblue, round, ilm-coated tablets debossed with LU' on one side and "E22" on the other side
raies 0,315 mg norgestimae and 0.025 mg ethinyl esiradiol

 7blue, round, ilm-coated ablets debossed with LU’ an one side and
ng norgestimate and 0.025 g ethinyl estradiol

.7 ormonal LU onone

side and "E24" on the ather side contains nert Ingredients

21" onthe

23" onihe other side

162 Storage Conditons
Z5°C 77, excurslonspermited 0 150 J°C (58° 0 85) see USP Contalled Room

el
o Drowettromight

17 PATIENT COUNSELING INFORMATION
See FDA-APPROVED PATIENT LABELING (PATIENT INFORMATION and INSTRUCTION FOR
USE)

Couel s hou e cllowig fortion

e, and that

i v 5y e g s snold s COCS et BOXED WARNIG]

o Tnrcasediokof VIE conpared o monsers of COCs i gratetafer nlly sting . COC or
restarting (following a 4 pil-free fsee
WARNINGS AND PRECAUTIONS (5.1).

infeciions.
 Tri-Lo-Marziais nota be used during pregnancy: if pregnancy oceurs during use of Tri-Lo-Marzia
stop further use [see

- Take Istruct whatto do inthe ever
bt e i e DOSAGE AND ADMIVSTRATION (22,

- Jeup or alternative method of coraception when enzyme induces are used with Tri-Lo-
Marua s DRUG INTERACTIONS (7.1

. may reduce breast milk production, tis is les likely 1 occur If breastfeeding is well
v et USE I SPECIFIC POPULATIONS @191

. s posip

have anaddidion
white ablet for 7 Isee DOSAGE
 AND ADMINISTRATION .2

evercof of he first
of hea intwo or

e o
Disneaby
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Baurore, Marla 21202
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PATIENT INFORMATION

Tri-Lo-Marzia™ [TRY-LOW-mar-ZEE-uh]

(norgestimate and ethinyl estradiol tablets USP)

‘Whatis the hould know about

Do notuse Tri- ia is 35 years old. Smold

your riskof serious cardiovascular side effects from hormoral birth corerol pill, including death from
heartatiack, blood clots or stroke. This risk ncreases with age and the number of cigarettes you smoke.
‘Whatis Tri-Lo-Marzia?

THL pil oral

How does Tri-Lo-Marzia work for contraception?

‘Vour chance of getting pregnant depends an how well you follow the directions for tking your birth
ontrol pills. The better you follow the directions,the less chance you have of getting pregnan.

b , grant during the first

year they use Tri-Lo-Marzia,

e followingchar shows the chance of geig pregrant for women o use diferent nethods of
ontol birth. il i

eﬁzcnvzl\exs “The most elecive metods area he 0p of th cht. The box onthe botomof the chrt
s the chance of geting pregnant for women who do pot use birth control and are trying o get

progn.

Fower than 1 Fewer Pregnancies
pregancy per 100
omen i ana year

Tmplants
Injectons.
Intrauterine devicss

101020

pregnarcies

per 100 women
in one year

85 or more. \4
preanances pr 190 wore pregnancies o bith control

‘Who should not take Tri-Lo-Marzia?
Do not take T ity

el e s 35 e of a5

. m blood clos inyour arme legs, s, o exes

N your

- problens or irreg, your riskof having blood

clots
« hadaswoke



« hada heartaack
e g lond et s conled by e
¢ e dibies it ey or blood vessel damoge

mbress, weakness or changes in
s o sy e s o e oot By o g
¢ bave lverproblens, g lver tnors
© have any unexplained vaginal bleeding
+ st pregnan
 had breast cancer or any cancer that s sersidve to femwle hormones

Ifany of these conditions happen while you are taking Tri-Lo-Marzia, st0p taking Tri-Lo-Marzia

taking Tri-Lo-Marzia.

‘What should I tell my healthcare provider before taking Tri-Lo-Marzia?

“Tell your healthcare provider if you:

‘ are pregnantor thirk you may be pregna

© ire Geppesed v of v heem depresed nhe pst

¢ badyellowing ofyour skinor eyes audic) caused by pregnaey (colestass of pregrancy)

planto breastfeed. Tri-Lo- amountof breast milk you
ke il o he bormptes oo M o prs . oor s i T o your
breasiecding.

provi icines you take, includi
counter medicines, vitamirs and herbal supplemeris

way ok, and may affect how well Tri-

Tri-Le
Lo-Marzia worls.
Krow the medicines you ke, Keep a listof them o show your healthcare provider and pharmacist
when you geta new medicine.
How should  ake Tri-Lo-Marzia?
Read the Instructions for Use at the end of this Patient Information.
Whatare thepusible serius side s of Tt L Mareia?
© Like pregnar Side effects,
Ko, wear ik, o seake ot may st desth:Some xber Examples of eris Dood
clots include blood clots in the legs or eyes.

Serious bload clots can happen especially if you smmke, are obese, or are older than 35 years of age.
Serious blood clots are more likely o happen when you:
= frststrt taking birth corsrol pills

pills after not using or mare

Call your healthcare provider or go o a hospital emergency room right away if you have:
¢ g pantat il mtgo oy
o suddensevere shoi
© Cadton g o Bt
o chestpain
 asudden, severe headache unlike your usual headaches.
 weakness or mumbness inyour armor leg
= wouble spealdng
Qherserius side ffects ncude:
¢ e probles, ncluing:
o rare liver wmor

) P pregnancy. Call your
e povider i you have yellowing of your ki eves

. for your blood
pressure.

3 salbladder problen

= Changes in the sugar an fa (chalesterol and rigcerids) el nyourblood

o newor rworseniog headaches including migrs

especially
* g {he 3 months ofaling 17+-Lo-Miarzio

o depressi

. puss'hltunur yourbreastandcervis

= gwelling of y around your ¥ i
an Fyau hove s wollen throat, which may.
Ieadmd\ﬂl(\vllysv-allnmlq o . o chapee o1 i o 4 e gon v

tches L nose,
oo pregnancy (et Women s . gk cho s o ok speing 1o
time insunligh, aming booths, and under sun Lamps while taking Tri-Lo-Marzia. Use sunscreen f
You have 1o o ndhe Sl

‘What are the most common side effects of Tri-Lo-Marzia?
 headache (including migraine)
nause: miing
© breastproblems
 tenderness, painand discormfort
o enlargemert and swelling

= painwith your periods (menstnual cycle)
« mood chunges, ncluding depression
* vogimal infectons
o blogting
« weightgain
o fatgue
Thes are ol e possbleside e of Te-Lo-Mr. For o formion sk your edcre
provider o phar
Yoy epor e s e FDA o 600-EDA- 108

may also . at 561 0ry
Lo atww e ceoscl o
What e shoukdnow abou aking TrLo-Marsa?

e

b tests, E taking Tri-Lo-Marzia
Lzrmnbluud tests may be affected by Tri-Lo-Marzia.

Tri-Lo-

intection.

How should I store Tri-Lo-Marria?
¢ Sore Tr-Lo-Maria s room ererare between 65”0 7° 20° 0 25°),
 Keep Tri-Lo-Marzia and all medicines out o the reach of childre

« Stare away fromlight

General information about the safe and effective use of Tri-Lo-Marzia.
Medicines are sometines prescribed for purposes other than those listed n  Paient Infornation Leaflt,
Te-Lo-Macl o acondilon or whch s m pescribed. Do ot ive Tri-Lo-Marda
o other people, evenif they have the same sympioms that you
TPt oo s mm,nmrmm-mu i about Tri-Lo-Marzia, You can ask
"i-Lo-Marsia trtis

professoms.

¢ more informtion, .t or Lupin
st et o

Do birth control pills cause cancer?
Birth corol pills do not seem o cause breast cancer. However, if you have breast cancer oow, or have
had itin the past, do oot use birth conrol pills because some breast cancers are sensitve (0 hormones.
‘Women who use birth control pils may bave a slighly higher chance of geting cervical carcer.
However, this may be due 0 other reasons such as having more sexual parters.

‘Whatif [ want o become pregnant?

Vou may stop taking th pill »
e ekt <hecy belore o sy i o
‘What should Iaiow about my period when taking Tri-Lo-Marzia?

leudng o s et hoppen b e T o L AR eapechy oS e
months of use. This usually is ot serious problem. Itis important o continue taking your pills on.a

regular schedule o preveny a pregancy.

‘Whatare the ingredients in Tri-Lo-Marzia?

Active ingredients: Each white 0 off white, lightblue, and blue pill contains porgestimate and echinyl

estradiol.

Inactive ingredients:

White © off lactose, b lose, lactose
hyc i

ianium dioxide.
Lightblue pills: arhydrous | FD&C
ramel e s oo, e e, ol cellose poveivicre
glycol, povidone and tianium dioxide.
Blue pills: anhydrous lactose, FDAC Blue No. 2 Al Lake,

1l polyeibylene
glycol, povidone and tanium dioxide.

FD&C Blue No. 2 Aluminium Lake, hypromell "

yellow, lactose monohydrate,
ianium dioxide.

INSTRUCTIONS OF USE
‘Tri-Lo-Marzia [TRY-LOW-mar-ZEE-uh]
(norgestimate and ethinyles tradiol tablets USP)
Important Information about taking Tri-Lo-M:
T Tl every oy st s . Toe e s e order directd onyour walle,
f you miss pills
ko B o s preone T vt e s b e iy o e b
pregran.
*+ Ityouhav nouble remenbering (e Tr-Lo Mo lk 0 your helihcareprovider When you
:m. sart taking spoting o light sl inbetveenyou periods my o
Contact your Milm:an oo e does ot o sy e fon ot
* Youmy fecl
Lo N o e s our e ook e il The proem ol sl 8o
. your muses does 0t o avay,cll our et proder
o Missing the missed pills later. On
Dy o e 3 1t e o s 1 (e What Showld o s g ek
Marza il below), you coud s fel e sckio your s
d and have not aken Tri-Lo-
Mt secovting et or i pods s v, T v e el
yourhealhcareprovider I yob bve 3 postivepregoaey s Yo shold sop kg Tr-Lo-

Marz
= 1 you have vamiing or e widin o 4 hours of wling your pl ke anter il of e same

color fromyour exta walle. If you do ot have an extra xtpll in your walle
Comie i o s i norder. Sare s il of vou et wllen e iy st
finishing your current wallet This wil be 1 day earlier than originally scheduled. Corsinue on your
new schedule.

I you have voiting or diarthea for more than 1 day, your birth control pills may not work s well
Use an additiona birth control method, ike condoms and a spermicide, untl you check with your
et provide,

* Stop ki ects before you have
the urgry it kg you mealincre providc.Be s o st s Torms of conescepion

and spormactde)during s i period.

Before you start aking Tri-Lo-
= Decide whatme of day you wan o take your pill. It is important 0 take it atthe same time every
day and in he order as directed on your wallet.

and i possibl full packof
© pil s moded

‘When should I start taking Tri-Lo-Marzia?

TriL
 There are 2 ways to sartaking your birth control pill. You can cther start on 2 Sunday (Sunday
Saryor e fst g Doy of your el sl perod (Dy 1 S Your e

« i you use th Sunday Slan. s mtormors b mmnepum) such as condoms and
spermicide for the firs
Py h Doy 1 S

Tri-Lo- o
 Startyour new Tri-Lo-Marzia pack on the same day tha you would start the next pack of your
previous birth conrol metho.

ing the pills fromy pack
dng Tri-L
« Start using Tri-L patch.
TriL
animplantornecion
« Startaking Tri removal of your inpl y
v had ot e et
TriL intrauterine device or system
(1UD or 1US):
= Start aking Tri-Lo-Marzia on the day of removal of your IUD ar IUS.

 Youdo Your IUD or IUS s sy ot
your perlod. If your IUD or IUS is removed on any other day, use no-hormonal backu
contraception such as condoms and spermicide for the first 7 days that you take Tri-Lo-Marzia
Keep a calendar to track your period:

I this s the first time you are taking birth control pills, read, "When should I start taking Tri-Lo-
Marzia?" above. Follow these irstructions for either a Sunday Startor a Day 1 Star




Sunday Start:

¥
+ Takepill o e Surday after your pein
L o Day1 ons below.

day

+ Tde Lp

e, cw pack, onhe
“Take the firstpill inthe new pac)

‘you are having your period.

days of the
firstcycle that you take Tri-Lo-Marzia.

Day 1 Start:

e o for 28
o After fromihe wal i il pack, onthe

having your period.

Instructions for using your wallet:

Each new wallet has

¢ 7 white o off whie pils with Hornone, forDaye 1107
gl il vit orrone, o Dayy 8 14

L7 e il b o Doy By

L7 reenpits (oo e, o Doye 20020

Step 1. SET THE DAY on your Wallet

facilitae a Sunday-Start regimen.
Day 1 Sure:

Siommiane 2 ey s e
= Pickth day el s o s whih he sty of you priod.Pace this day lbel supovec e

below).

I riod beiny ther than St  the d:
et s W o v i vt

Ko ‘ e LupIN
‘)'7\35 - o =

'f_fg_'f_li

AL
Storeat 25 (7°); xcusions permited 0 15° 10 0°C (59° 10 85°F)
{522 USP Contilld oo Temperaue) Protec o Igh.

2R The pi
back of the stip.

Step 3. Swallow the pill You will ke 1 pil every day, at the same te each day.

Step 4. Wait 24 h 1pi all e pills have
beenaken

Step5.
potmiss any pills.

el you remenber, e your il the sane e a5 anter dally acui, ke g off your
S Erockor i v

Step6. pill 28" Remember (o
the week,

‘What should I do if I miss any Tri-Lo-Marzia pills?
Thyou mis 1 piln Weeks 1, 2 or3, ol these seps:
‘youremember. pillatye

" . 2
pilsind
hen continue taking 1 pil every day unil you finish the pﬂck.

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

 Then continue to take 1 pill every day unil you finish the pack.

backeup f you
have sex during the first 7 days after missing your plls.

1o i 23l row in Weec3, o o mis 3 o moreple i row dovig Wee 1,2 or
3 of the pack, follow th

ilyou areaDay | Surers

N s . However, if you miss your period 2
il your i
. preg pills. You
MUST i backupif
the first7 days p
* fyouare s Sundy Sarer:
o Keep taki Sunday. On Sunday,
kot same day.
 Use a nor-hormoral icide) as  backeup if you
have sex during the first 7 days afer you restart your pils.
in his eaflet,
provider.
Distributed by:
Lupin Pharmaceuticals, Inc.
Baltmore, Maryland 21202
Urited States
Manufacured by:
Lupin Limited
Pithampur (.P.) - 454 775
In
h Instuctions for Use has U.S. Food and Drug
Administraion
October 2015 1D#: 243295

PACKAGE LABEL PRINCIPAL DISPLAY PANEL
TRI-LO-MARZIA™ (norgestimate and ethinyl estradiol wblets USP)
0.18 mg 0.025 mg, 0.215 mg 0.025 mg, 70.25 mg 0.025 mg.

28 Day Regimen

Wallet Pack:

NDC: 68180-837-11

28 Tablers

TRI-LO-MARZIA™ (norgestimate and ethinyl esradiol wblets USP)
0.18 mg 0.025 m, 0.215 mg, 0.025 mg, 7 0.25 mg 0.025 .

28 Day Regimen

Pouch:

NDC: 68180-837-11

28 Tablers

130 0025 ;0215 g5 g
140250 g0 mg

%
TRI-LO-MARZIA™ (orgestimate and ethinyl estradiol wblets USP)
0.18 mg 0.025 mg, 0.215 mg 0.025 mg, 70.25 mg 0.025 mg.
28 Day Regimen
Carton Pack:

NDC: 68180-837-13
3 Pouches of 28 Tablets Each




1 BT 3 CARTON
' 1 1 BLISTER ACK: Type 0 ot Combinton Prdkct

ETHINYL ESTRADIOL (U 4230215710) (FTENYL ESTRADIOL - UNIZ3D215710)
NORGESTIMATE (LN C20 HFXADY) (RORGESTIMATE - UNIC20 HFXADY)

ANIYDROUS LACTOSE (131 3535110

CPLLULOSE, MICROCRYSTALLINE (071 0PIR520510)
oIOM (1 MasOLIHS)

a0

[T —
ROUND st

ETHINYL ESTRADIOL (U 4250215710) (FTNYL ESTRADIOL - UNIZ302T5710)
NORGESTIMATE (LN C29 HFA4EY) (RORGESTINATE - UNIC29 HFASEY)

ALOMINUM 0X0DE (U1 50695
ANIYDROUS LACTOSE LN 351101

s (N ISD2TS710) TN ESTRADIOL - UNE230215740)
NORGESTIMATE (LNIEC20 HFXADY) (NORGESTOMATE . UNEC2 WFXADY)

(CROSCARMELLOSE SODIUM (LN V5oL o)
FDAGBLUENO.2 (N LOSKS D)
FERKIC OXIDE YELLOW (U8 X150
HYPROMELLOSES (U1 800293401

LVETHVLENE GLYCOL 408 (UN: BE97094560)
CELLULOSE, MICROCRYSTALLINE (1N 0P



LACTOSE MO RORYDRATE (U8 FW570V5%)
MAGNESIUM STEARATE (0N 009756150
AN DIOXIDE (N X V2IE)
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