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Contracept -Zght cavies

levonorgestrel 0.1 mg and ethinyl estradiol 0.02 mg.

o
IDM

Patients should be counseled that this product does not protect against HIV infection (AIDS) and other sexually
trans mitted diseases (STDs) such as chlamydia, genital herpes, genital warts, gonorrhea, hepatitis B, and
syphils.

Composition and excipients:

Each F.C tablet contains: Levonorgestrel 0.1 mg + Ethinyl estradiol 0.02 mg

Excipients: Corn Starch, sucrose, pregelatinized starch dextrin, powdone magnesium
stearate, croscarmellose sodium.

Coating excipients: Hypromellose, PEG 6000, polysorbate 80, titanium dioxide, iron oxide
yellow, iron oxide red.

Mode of Action:

Combination oral contraceptives act by suppression of gonadotropins. Although the
primary mechanism of this action is inhibition of ovulation, other alterations include
changes in the cervical mucus (which increase the difficulty of sperm entry into the uterus)
and the endometrium (which reduce the likelihood of implantation).

Pharmacokinetics:

Absorption:

No specific investigation of the absolute bioavailability of This drug in humans has been
conducted. However, literature indicates that Ievonorgestrel is rapidly and completely
absorbed after oral administration (bioavailability about 100%) and is not subject to
first-pass metabolism. Ethinyl estradiol is rapidly and almost completely absorbed from the
gastrointestinal tract but, due to first-pass metabolism in gut mucosa and liver, the
bioavailability of ethinyl estradiol is between 38% and 48%.After a single dose of This drug
to 22 women under fasting conditions, maximum serum concentrations of levonorgestrel
are 2.8 + 0.9 ng/mL (mean + SD) at 1.6 + 0.9 hours. Following a single dose, maximum
serum concentrations of ethinyl estradiol of 62 + 21 pg/mL are reached at 1.5 + 0.5 hours.
Distribution :

Levonorgestrel in serum is primarily bound to SHBG. Ethinyl estradiol is about 97% bound
to plasma albumin. Ethinyl estradiol does not bind to SHBG, but induces SHBG synthesis.
Metabolism :
Levonorgestrel:

Most of the metabolites
B-tetrahydro-levonorgestrel,
glucuronides.

Ethinyl estradiol
Cytochrome P450 enzymes (CYP3A4) in the liver are responsible for the 2- hydroxylation
that is the major oxidative reaction.

Ethinyl estradiol is excreted in the urine and feces as glucuronide and sulfate conjugates,
and undergoes enterohepatic circulation.

Excretion :

The elimination half-life for levonorgestrel is approximately 36 + 13 hours at steady state.
Levonorgestrel and its metabolites are primarily excreted in the urine (40% to 68%) and
about 16% to 48% are excreted in feces. The elimination half-life of ethinyl estradiol is 18
+ 4.7 hours at steady state.

Indications:

Contracept light is indicated for: 1.To prevent pregnancy. 2.To treat moderate acne in
women 14 years of age and older who are able to use birth control pill, desire birth control
and have achieved menarche. You first menstrual period is referred to as menarche.
Contraindications:

Oral contraceptives should not be used in women with any of the following conditions:

+ Known or suspected carcinoma of the breast or personal history of breast cancer

« A history of deep-vein thrombophlebitis or thromboembolic disorders « Cerebrovascular
or coronary artery disease (current or past history) « Valvular heart disease with
thrombogenic complications « Thrombogenic rhythm disorders « Hereditary or acquired
thrombophilias + Major surgery with prolonged immobilization « Diabetes with vascular
involvement « Headaches with focal neurological symptoms « Uncontrolled hypertension

« Thrombophlebitis or thromboembolic disorders « Known or suspected pregnancy

+ Undiagnosed abnormal genital bleeding « Hypersensitivity to any of the components of
the product. « Hepatic adenomas or carcinomas, or active liver disease * Carcinoma of the
endometrium or other known or suspected estrogen dependent neoplasia * Cholestatic
jaundice of pregnancy or jaundice with prior pill use « Pancreatitis associated with severe
hypertriglyceridemia (current or history). « Are using anti-viral medications to treat Hepatitis
C Virus (HCV) which contain combination of ombitasvir, paritaprevir, ritonavir, and
dasabuvir with or without ribavirin.

Warnings:

that circulate in the blood are sulfates of 3a,5
while excretion occurs predominantly in the form of

Cigarette smoking increases the risk of serious cardiovascular side effects from
oral-contraceptive use. This risk increases with age and with the extent of smoking (in
epidemiologic studies, 15 or more cigarettes per day was associated with a significantly
increase risk) and is quite marked in women over 35 years of age. Women who use oral
contraceptives should be strongly advised not to smoke.

The use of oral contraceptives is associated with increased risks of several serious
conditions including venous and arterial thrombotic and thromboembolic events (such as
myocardial infarction, thromboembolism, and stroke), hepatic neoplasia, gallbladder
disease, and hypertensmn although the risk of serious morbidity or mortality is very small
in healthy women without underlying risk factors. The risk of morbidity and mortality
increases significantly in the presence of other underlying risk factors such as certain
inherited or acquired thrombophilias, hypertension, hyperlipidemias, obesity, diabetes, and
surgery or trauma with increased risk of thrombosis.Practitioners prescribing oral
contraceptives should be familiar with the following information relating to these risks.

1. Thromboembolic Disorders and Other Vascular Problems

a. Myocardial infarction An increased risk of myocardial infarction has been attributed to
oral-contraceptive use. This risk is primarily in smokers or women with other underlying risk
factors for coronary-artery disease such as hypertension, hypercholesterolemia, morbid
obesity, and diabetes .Smoking in combination with oral-contraceptive use has been
shown to contribute substantially to the incidence of myocardial infarction in women in their
mid-thirties or older.Oral contraceptives have been shown to increase blood pressure
among users . Similar effects on risk factors have been associated with an increased risk
of heart disease. Oral contraceptives must be used with caution in women with
cardiovascular disease risk factors.

b. Venous thrombosis and thromboembolism An increased risk of venous thromboembolic
and thrombotic disease associated with the use of oral contraceptives is well
established.oral contraceptives should be discontinued at least four weeks prior to and for
two weeks after elective surgery of a type associated with an increase in risk of
thromboembolism and during and following prolonged immobilization. Since the immediate
post-partum period is also associated with an increased risk of thromboembolism, oral
contraceptives should be started no earlier than four to six weeks after delivery in women
who elect not to breast-feed, or a midtrimester pregnancy termination.

c. Cerebrovascular diseases: Oral contraceptives have been shown to increase both the
relative and attributable risks of cerebrovascular events (thrombotic and hemorrhagic
strokes), although, in general, the risk is greatest among older (>35 years), hypertensive
women who also smoke. Hypertension was found to be a risk factor for both users and
non-users, for both types of strokes, while smoking interacted to increase the risk for
hemorrhagic strokes. Women with migraine (particularly migraine/headaches with focal
neurological symptoms, who take combination oral contraceptives may be at an increased
risk of stroke.

d. Dose-related risk of vascular disease from oral contraceptives: A positive association
has been observed between the amount of estrogen and progestogen in oral
contraceptives and the risk of vascular disease. A decline in serum high-density
lipoproteins (HDL) has been reported with many progestational agents. A decline in serum
high density lipoproteins has been associated with an increased incidence of ischemic
heart Disease.

Carcinoma of the Reproductive Organs and Breasts: The risk of having breast cancer
diagnosed may be slightly increased among current and recent users of combination oral
contraceptives. However, this excess risk appears to decrease over time after combination
oral contraceptive discontinuation. Women with known or suspected carcinoma of the
breast or personal history of breast cancer should not use oral contraceptives because
breast cancer is usually a hormonally-sensitive tumor. Some studies suggest that oral
contraceptive use has been associated with an increase in the risk of cervical intraepithelial
neoplasia or invasive cervical cancer in some populations of women .

Hepatic Neoplasia: Benign hepatic adenomas are associated with oral-contraceptive use,
although the incidence of these benign tumors is rare in the United States.

There have been clinical case reports of retinal thrombosis associated with the use of oral
contraceptives that may lead to partial or complete loss of vision. Oral contraceptives
should be discontinued if there is unexplained partial or complete loss of vision; onset of
proptosis or diplopia; papilledema; or retinal vascular lesions. Appropriate diagnostic and
therapeutic measures should be undertaken immediately.

6. Oral-Contraceptive Use Before or During Early Pregnancy: Extensive epidemiological
studies have revealed no increased risk of birth defects in women who have used oral
contraceptives prior to pregnancy. The administration of oral contraceptives to induce
withdrawal bleeding should not be used as a test for pregnancy. Oral contraceptives
should not be used during pregnancy to treat threatened or habitual abortion. It is
recommended that for any patient who has missed two consecutive periods, pregnancy
should be ruled out.

Gallbladder Disease: Combination oral contraceptives may worsen existing gallbladder
disease and may accelerate the development of this disease in previously asymptomatic
women. Earlier studies have reported an increased lifetime relative risk of gallbladder
surgery in users of oral contraceptives and estrogens.

Carbohydrate and Lipid Metabolic Effects: Oral contraceptives have been shown to cause
glucose intolerance in a significant percentage of users. Oral contraceptives containing
greater than 75 mcg of estrogens cause hyperinsulinism, while lower doses of estrogen
cause less glucose intolerance. Progestogens increase insulin secretion and create insulin
resistance, this effect varying with different progestational agents. However, in the
nondiabetic woman, oral contraceptives appear to have no effect on fasting blood glucose.
Because of these demonstrated effects, prediabetic and diabetic women should be
carefully observed while taking oral contraceptwes A small proportion of women will have
persistent hypertriglyceridemia while on the pill. As discussed earlier changes in serum
triglycerides and lipoprotein levels have been reported in oral-contraceptive users.
Elevated Blood Pressure: An increase in blood pressure has been reported in women
taking oral contraceptives and this increase is more likely in older oral-contraceptive users
and with continued use. Data from the Royal College of General Practitioners and
subsequent randomized trials have shown that the incidence of hypertension increases
with increasing quantities of progestogens. Women with a history of hypertension or
hypertension-related diseases, or renal disease should be encouraged to use another
method of contraception. If women with hypertension elect to use oral contraceptives, they
should be monitored closely and if significant elevation of blood pressure occurs, oral
contraceptives should be discontinued . For most women, elevated blood pressure will
return to normal after stopping oral contraceptives, and there is no difference in the
occurrence of hypertension among ever- and never-users.

Headache: The onset or exacerbation of migraine or development of headache with a new
pattern that is recurrent, persistent or severe requires discontinuation of oral
contraceptives and evaluation of the cause.

Bleeding Irregularities: Breakthrough bleeding and spotting are sometimes encountered in
patients on oral contraceptives, especially during the first three months of use. The type
and dose of progestogen may be important. If bleeding persists or recurs, nonhormonal
causes should be considered and adequate diagnostic measures taken to rule out
malignancy or pregnancy in the event of breakthrough bleeding, as in the case of any
abnormal vaginal bleeding. If pathology has been excluded, time or a change to another
formulation may solve the problem. In the event of amenorrhea, pregnancy should be
ruled out. Some women may encounter post-pill amenorrhea or oligomenorrhea,
especially when such a condition was pre-existent.

Fgltopic Pregnancy: Ectopic as well as intrauterine pregnancy may occur in contraceptive
ailures.

Precauhons

Panents should be counseled that oral contraceptives do not protect against transmission
of HIV (AIDS) and other sexually transmitted diseases (STDs) such as chlamydia, genital
herpes, genital warts, gonorrhea, hepatitis B, and syphilis.
Physical Examination and Follow-Up: A penodlc personal and family medical history and
complete physical examination are appropriate for all women, including women using oral
contraceptives. The physical examination should include special reference to blood
pressure, breasts, abdomen, and pelvic organs, including cervical cytology, and relevant
laboratory tests. In case of undiagnosed, persistent, or recurrent abnormal vaginal
bleeding, appropriate diagnostic measures should be conducted to rule out malignancy.
Women with a strong family history of breast cancer or who have breast nodules should
be monitored with particular care.
Lipid Disorders: Women who are being treated for hyperlipidemias should be followed
closely if they elect to use oral contraceptives. Some progestogens may elevate LDL
levels and may render the control of hyperlipidemias more difficult. A smail proportion of
women will have adverse lipid changes while taking oral contraceptives. Nonhormonal
contraception should be considered in women with uncontrolled dyslipidemias. Persistent
hypertriglyceridemia may occur in a small population of combination oral contraceptive
users. Elevations of plasma triglycerides may lead to pancreatitis and other complications.
Liver Function: If jaundice develops in any woman receiving such drugs, the medication
should be discontinued. Steroid hormones may be poorly metabolized in patients with
impaired liver function.
Fluid Retention: Oral contraceptives may cause some degree of fluid retention. They
should be prescribed with caution, and only with careful monitoring, in patients with
conditions which might be aggravated by fluid retention
Emotional Disorders: Patients becoming significantly depressed while taking oral
contraceptives should stop the medication and use an alternate method of contraception
in an attempt to determine whether the symptom is drug related. Women with a history of
depression should be carefully observed and the drug discontinued if depression recurs to
a serious degree.
Contact Lenses: Contact-lens wearers who develop visual changes or changes in lens
tolerance should be assessed by an ophthalmologist.

UG INTERACTIONS:

gheijn es_in Contrace tive Effectiveness Associated with Coadministration of Other
roducts
Contraceptive effectiveness may be reduced when hormonal contraceptives are
coadministered with antibiotics, anticonvulsants, and other drugs that increase the
metabolism of contraceptive steroids. This could result in unintended pregnancy or
breakthrough bleeding. Examples include rifampin, rifabutin, barbiturates, primidone,
phenylbutazone, phenytoin, dexamethasone, carbamazepine, felbamate,
oxcarbazepine,topiramate, griseofulvin, and modafinil. In such cases a back-up
nonhormonal method of birth control should be considered. Several cases of
contraceptive failure and breakthrough bleeding have been reported in the literature with
concomitant administration of antibiotics such as ampicillin and other penicillins, and
tetracyclines. However, clinical pharmacology studies investigating drug interactions
between combined oral contraceptives and these antibiotics have reported inconsistent
results. Several of the anti-HIV protease inhibitors have been studied with
co-administration of oral combination hormonal contraceptives; significant changes
(increase and decrease) in the plasma levels of the estrogen and progestin have been
noted in some cases. The safety and efficacy of oral contraceptive products may be
affected with coadministration of anti-HIV protease inhibitors. Herbal products containing
St. John's Wort (Hypericum perforatum) may induce hepatic enzymes (cytochrome P 450)
and glycoprotein transporter and may reduce the effectiveness of contraceptive steroids.
This may also result in breakthrough bleeding.
Increase in Plasma Levels Associated with Co Administered Drugs
Co-administration of atorvastatin and certain oral contraceptives containing ethinyl
estradiol increases AUC values for ethinyl estradiol by approximately 20%. Ascorbic acid
and acetaminophen increase the bioavailability of ethinyl estradiol since these drugs act
as competitive inhibitors for sulfation of ethinyl estradiol in the gastrointestinal wall, a
known pathway of elimination for ethinyl estradiol. CYP 3A4 inhibitors such as mdlnavm
itraconazole, ketoconazole, fluconazole, and troleandomycin may increase plasma
hormone levels. Troleandomycln may also increase the risk of intrahepatic cholestasis
during coadministration with ombination oral contraceptives.
Changes in Plasma Levels of Co-Administered Drugs
Combination hormonal contraceptives containing some synthetic estrogens (eg, ethinyl
estradiol) may inhibit the metabolism of other compounds. Increased plasma
concentrations of cyclosporin, prednisolone and other corticosteroids, and theophylline
have been reported with concomitant administration of oral contraceptives. Decreased
plasma concentrations of acetaminophen and increased clearance of temazepam,
salicylic acid, morphine, and clofibric acid, due to induction of conjugation (particularly
glucuronidation), have been noted when these drugs were administered with oral
contraceptives. The prescribing information of concomitant medications should be
consulted to identify potential interactions.
INTERACTIONS WITH LABORATORY TESTS:
Certain endocrine- and liver-function tests and blood components may be affected by oral
contraceptives:
1.Increased prothrombin and factors VII, VIII, IX, and X; decreased antithrombin 3;
increased norepinephrine-induced plate\et aggregablllty Increased thyroid-binding
globulin (TBG) leading to increased circulating total thyroid hormone, as measured by
protein bound iodine (PBI), T by column or by radioimmunoassay. Free T3 resin uptake is
decreased, reflecting the elevated TBG; free T4 concentration is unaltered.
2.0ther binding proteins may be elevated in serum i.e., corticosteroid binding globulin
(CBG), sex hormone-binding globulins (SHBG) leading to increased levels of total
circulating corticosteroids and sex steroids respectively. Free or biologically active
hormone concentrations are unchanged.
S#I'riglydcerides may be increased and levels of various other lipids and lipoproteins may be
affected.
4.Glucose tolerance may be decreased.
5.Serum folate levels may be depressed by oral contraceptive therapy. This may be of
clinical significance if a woman becomes pregnant shortly after discontinuing oral
contraceptives.
Pregnancy: Pregnancy Category X .
Nursing Mothers:
Small amounts of oral contraceptive steroids have been identified in the milk of nursing
mothers, and a few adverse effects on the child have been reported, including jaundice
and breast enlargement. In addition, combination oral contraceptives given in the
postpartum period may interfere with lactation by decreasing the quantity and quality of
breast milk. If possible, the nursing mother should be advised not to use oral
ﬁontrﬁ?gpuves but to use other forms of contraception until she has completely weaned
er chil
Pediatric Use:
Safety and efficacy are expected to be the same for postpubertal adolescents under the
age of 16 and for users 16 years and older. Use of This drug before menarche is not
indicated
Geriatric Use:
This drug has not been studied in women over 65 years of age and is not indicated in this
population.
Adverse Reactions:
An increased risk of the following serious adverse reactions has been associated with the
use of oral contraceptives: Thromboembolic and thrombotic disorders and other vascular
problems (including thrombophlebitis and venous thrombosis with or without pulmonary
embolism, mesenteric thrombosis, arterial thromboembolism, myocardial infarction,
cerebral hemorrhage cerebral thrombosis), carcinoma of the reproductlve organs and
breasts, hepatic neoplasia (including hepatic adenomas or benign liver tumors), ocular
lesions (including retinal vascular thrombosis), gallbladder disease, carbohydrate and lipid
effects, elevated blood pressure, and headache including migraine. The following adverse
reactions have been reported in patients receiving oral contraceptives and are believed to
be drug related (alphabetically listed):
Amenorrhea ,Anaphylactic/anaphylactoid reactions, including urticarial, angioedema, and
severe reactions with respiratory and circulatory symptoms, Breast changes: tenderness,
pain, enlargement, secretion ,Budd-Chiari syndrome Cervical erosion and secretion,
Cholestatic jaundice Chorea, "exacerbation of Colitis, Contact lenses, intolerance to
Corneal curvature (steepening), Dizziness Edema/fluid retention, Erythema multiforme,
Erythema nodosum ,Gastrointestinal symptoms (such as abdominal pain, cramps, and
bloating) , Hirsutism, Infertility after discontinuation, Infertility after discontinuation of
treatment, temporary Lactation, diminution in, when given immediately postpartum,
change in Libido ,Melasma/chloasma which may persist ,Menstrual flow, change in Mood,
including depressnon Nausea, Nervousness, Pancreatitis, exacerbation of Porphyria,
,Rash (allergic),loss of Scalp hair ,decrease in Serum folate levels, Spotting, exacerbation
of Systemic lupus erythematosus, Unscheduled bleeding ,Vaginitis, including candidiasis
Varicose veins, aggravation of Vomiting, Weight or appetite (increase or decrease). The
following adverse reactions have been reported in users of oral contraceptives: Cataracts
,Cystitis-like syndrome ,Dysmenorrhea ,Hemolytic uremic syndrome ,Hemorrhagic
eruption ,Optic neuritis, which may lead to pamal or complete loss of vision, Premenstrual
syndrome, impaired Renal function.
Overdosage
Overdosage may cause nausea, vomiting, breast tenderness, dizziness, abdominal pain,
and fatigue/drowsiness. Withdrawal bleeding may occur in females.
NONCONTRACEPTIVE HEALTH BENEFITS:
The following noncontraceptive health benefits related to the use of oral contraceptives
are supported by epidemiological studies which largely utilized oral contraceptive
formulations containing doses exceeding 0.035 mg of ethinyl estradiol or 0.05 mg of
mestranol.
Effects on menses: Increase menstrual cycle regularity - Decreased blood loss and
decreased incidence of iron-deficiency anemia - Decreased incidence of dysmenorrhea
Effects related to inhibition of ovulation: Decreased incidence of functional ovarian cysts -
Decreased incidence of ectopic pregnancies
Effects from long-term use: Decreased incidence of fibroadenomas and fibrocystic
disease - Decreased incidence of acute pelvic inflammatory disease - Decreased
incidence of endometrial cancer Decreased incidence of ovarian cancer.
Dosage and Administration:
Dosage for 28 tablets:
To achieve maximum contraceptive effectiveness, (levonorgestrel and ethinyl estradiol
tablets) must be taken exactly as directed and at intervals not exceeding 24 hours. The
dosage of Contracept light is one white tablet daily for 21 consecutive days, followed by
one peach inert tablet daily for 7 consecutive days, according to the prescribed schedule.
It is recommended that Contracept light tablets be taken at the same time each day.

The dlsFenser should be kept in the wallet suEplled to avoid possible fading of the pills.
If the pills fade, patients should continue to take them as directed.
During the First Cycle of Use: The possibility of ovulation and conception prior to
initiation of medication should be considered. The patient should be instructed to begin
taking Contracept |I?hl on either the first Sunday after the onset menstruation (Sunday
Siarﬁlor on Da menstruation (Day 1 Start).
Sunday Start: he patient is instructed to begin taking Contracept light on the first
Sunday after the onset of menstruation. If menstruation begins on a Sunday, the first
tablet (white) is taken that day. One white tablet should be taken daily for 21 consecutive
days, followed by one peach inert tablet daily for 7 consecutive days. Withdrawal
bleeding should usually occur within three days following discontinuation of white
tablets and may not have finished before the next pack is started. During the first cycle,
contraceptive reliance should not be placed on Contracept light until a white tablet has
been taken daily for 7 consecutive days, and a nonhormonal back-up method of birth
control should be used during those 7 days.
Day 1 start: During the first cycle of medlcatlon the patient is instructed to begin takin:
Contracept light during the first 24 hours of her penod (day one of her menstrual cyclei
One white tablet should be taken daily for 21 consecutive days, followed by one peacl
inert tablet daily for 7 consecutive days. Withdrawal bleeding should usually occur within
three days following discontinuation of white tablets and may not have finished before
the next pack is started. If medication is begun on day one of the menstrual cycle, no
back-up contraception is necessary. If This Contracept light tablets are started later than
day one of the first menstrual cycle or postpartum, contraceptive reliance should not be
placed on Contracept |I%h! tablets until after the first 7 consecutive days of
admmlstranon and a nonhormonal back-up method of birth control should be used
during those 7 days.
After the first cycle of use: The patient begins her next and all subsequent courses of
tablets on the day after taking her last peach tablet. She should follow the same dosing
schedule: 21 days on white tablets followed by 7 days on peach tablets. If in any cycle
the patient starts tablets later than the Eroper day, she should protect herself against
pre%nanm{j by using a nonhormonal back-up method of birth control until she has taken
ite tablet daily for 7 consecutive days. Switching from another hormonal method of
contraception:
When the patient is switching from a 21-day regimen of tablets, she should wait 7 days
after her last tablet before she starts Contracept light. She will probably experience
withdrawal bleeding durin: that week. She should be sure that no more than 7 days
pass after her previous 21-day regimen. When the patient is switching from a 28-day
regimen of tablets, she should start her first pack of Contraceﬁt light on the day after her
last tablet. She should not wait any da%s between packs. The patient may switch an?/
day from a progestin-only pill and should begin Contracept light the next day. [f
switching from an implant or injection, the patient should start Contracept I|?ht on the
day of implant removal or, if using an injection, the day the next |n1ect|on would be due.
In “switching from a Erogestln only pill, |njec!|on or implant, the patient should be
advised to use a nonhormonal back-up method of birth control for the first 7 days of
tablet-taking. If spotting or breakthrough bleeding occurs.
If spotting or breakthrough bleedmg occur, the ﬁnatlent is instructed to continue on the
same regimen. This type of bleeding is usually transient and without significance;
however, if the bleeding is persistent or prolonged, the patient is advised to consult her
sician.
E{lsyk of pregnancy if tablets are missed: While there is little likelihood of ovulation
occurring if only one or two white tablets are missed, the possibility of ovulation
increases with each successive day that scheduled white tablets are missed. Although
the occurrence of pregnancy is unlikely. if Contracept light is taken according to
directions, if withdrawal bleeding does not occur, the possibility of pregnancy must be
considered. If the patient has not adhered to the prescribed schedule (missed one or
more tablets or started taking them on a day later than she should have), the probability
of pregnancy should be considered at the time of the first missed period and appropriate
diagnostic measures taken. If the patient has adhered to the prescribed regimen and
misses two consecutive periods, pregnancy should be ruled out. The risk of pregnancy
increases with each active (white) tablet missed.
Use after pregnancy, abortion or miscarriage: Contracept light may be initiated no
earlier than day 28 postpartum in the non lactating mother or after a second trimester
abortion due to the increased risk of thromboembolism .
The patient should be advised to use a non-hormonal back-up method for the first 7
days of tablet taking.
Contracept |I?hl may be initiated immediately after a first trimester abortion or
mlfcamage If the patient starts Contracept light immediately, back-up contraception is
not neede

MISSInE ose:
f you MISS 1 whlte "active" pill: Take it as soon as you remember. Take the next pill at
your regular time. This meansgou may take 2 pills in 1 day. If you MISS 2 white "active"
pills in a row in WEEK EK 2 of your pack: Take 2 pills on the day you remember
and 2 pills the next day. Then take 1 pill a day_until you finish the pack. You COULD
BECOME PREGNAN ou have sex in the 7 days after you restart your pills. You
MUST use a nonhormona birth-control method (such as condoms or ﬁpermlmde) asa
back-up for those 7 days.If you MISS 2 white "active" pills in a row in EEK: If
you are a Day 1 Starter: THROW OUT the rest of the pill 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 pills that same day.
You may not have your period this month but that is expected.
However, if you miss your period 2 months in a row, call your health-care provider
because you might be pregnant.You COULD BECOME PREGNANT if you have sex in
the 7 days after you restart your pills. You MUST use a nonhormonal birth-control
method & such as condoms or spermicide) as a back-up for those 7 days.If you MISS 3

E white "active" pills in a row (during the first 3 weeks): If you are a Day 1
S1arter THROW OUT the rest of the pill pack and start a new pack that same da?_/'Iféou
are a Sunday Starter: Keep taking 1 pill every day until Sunday. On Sunday, TI
OUT the rest of the pack and start'a new pack of pills that same day. You may not have
your period this month but that is expected.However, if you miss your period 2 months
in a row, call your health-care provider because you might be pregnant. You COULD
BECOME PREGNANT if rou have sex in the 7 days after you restart your pills. You
MUST use a nonhormonal birth-control method (such as condoms or spermicide) as a
back-up for those 7 days.

for 21 tablets:

Wlth this type of birth control pill, you are on pills for 21 days and off pills for seven days.
You must not be off the pills for more than seven days in a row.
1-The first day of your menstrual period (Bleeding) is day 1 of your ]ycle Your doctor
may advise you to start taking 1he§i|ls on Day 1, on Day 5, or on the first Sunday after
your period begins. If your period starts on Sunday, start that same day. If tablets
administration is initiated after Day 1 of the first menstrual cKcIe or postpartum,
contraceptive reliance should not be placed on tablet until after the first seven active
tablets have been taken for seven consecutive days. Nonhormonal methods of
contraception (such as latex condoms and spermicidal foam or gel) should be used for
the first 7 days of tablet taking
2-Take one pill at approximately the same time every day for 21 dags then take no pills
for seven days. Start a new pack on the eighth day. You will probably have a period
durinlg the Zeven days off the pill. (This bleeding may be lighter and shorter than your
usual perio

Two ways to remember in what order to take the pills:
1-Follow the days of the week (as shown above the pills).
2-Always finish the active tablets before going on to the week when you are off pills.

What to do during the month:

1. Take a pill at approximately the same time every day until the pack is empty.

2. Try to associate taking your pill with some regular activity such as eating a meal or
oing to bed.3. Do not skip pills even if you have bleeding between monthly periods or
‘eel sick to your stomach (nausea).

. Do not skip pills even if you do not have sex very often.
5. When you f\nlsh a pack, wait seven days to start the next pack. you will have period

ﬁ/lulss%g z?ose

Birth control pllls may not be as effective if you miss pills. The following chart outlines the
actions you should take if you miss one or more of your birth control FI”S Match the
number of pills missed with the appropriate starting time for your type of pill pack.

Sunday start Other than Sunday start

Wiss one pill: Miss one pill:
Take it as s00n as you remember, and take the next pill at| Take it as soon as you remember, and take the next pill at
the usual time. This means that you might take two pills in|the usual time. This means that you might take two pills in

Miss two pills ina row Wiss two pils ina row
First two weeks irst two
1. Toke o pils the day you remember and two pils the next 1 Take wo pIs the day you remember and two plsthe next

day.
2. Then take one pill a day until you finish the pach
3. Use a nonhormonal backup method of birth ol f you
have sexin the seven days after you miss the pills.
ird weel

1. Safely dispose ofthe restofthe il pack and tat a new

ack that same day.
2. Use a nonhormonal backup method of birth control f you
have sexin the seven days after you miss the pills.

- You may not have a period this month

2. %hen take one pill a day until you finish the pacl
5. Uss & morponmonal ackup o of Bt aasirl i you
have sex in the seven days after you miss the pills,
Third week
1 oep aking ono il day untl Sunday
unday, safely ciscard the rest of the pack and starta

e pach oo

Use a nonhormonal backup method of birth control if you
have sex in the seven days after you miss the pils,
4. You may not have a period this month.

If you miss two periods in a row, call your doctor or clinic. If you miss two periods in a row, call your doctor or clinic.

Wiss three or more pills in a row Wiss ihree of more pils ina fow
Anytime in the cycle Anytime in the

1. Keep taking one pill a day until Sunday. 7. Safely mspose 07 the estof he pill pack and tarta
2 On Bunday, salely discart the res o e pack and new pack that sar

start a new pack (hal day. a nonhormona\ backup method of birth control
3. Use a nonhormonal backup method of birth control if you have sex i the seven days after you miss the

i you iave sex n the seven days after you miss th pils. pills.

4. You may not have a period this montt 3. You may not have a period this month.

If you miss two periods in a row, call your doctor or clinic. | If you miss two periods in a row, call your doctor or clinic|

Storage conditions: Store between 15-30° C.
Packagmg One PVC-Alu blister contains 21 film coated tablets packed in a cardboard

THIS IS A MEDICAMENT

- Amedicament is a product but unlike any other products

- Amedicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for you.

- Follow strictly the doctor's prescription, the method of use and the instructions of the
pharmacist who sold the medicament. The doctor and the pharmacist are experts in
medicine, its benefits and risks.

- Do not by yourself interrupt the period of treatment prescribed for you

- Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Produced by: IDM

International Drug Manufacturig

- Aleppo - Syria
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