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Plan B One-Step is contraindicated for use in the case of known or suspected pregnancy.

5 WARNINGS AND PRECAUTIONS
5.2 Existing Pregnancy
Plan B One-Step is not effective in terminating an existing pregnancy.

5.5 Physical Examination and Fol low-up

A physical examination is not required prior to prescribing Plan B One-Step. A follow-up
physical or pelvic examination is recommended if there is any doubt concerning the general
health or pregnancy status of any woman after taking Plan B One-Step

8 USE IN SPEGIFIC POPULATIONS

8.1 Pregnancy

Many studies have found no harmful effects on fetal development associated with long—term use
of contraceptive doses of oral progestins. The few studies of infant growth and development
that have been conducted with progestin-only pills have not demonstrated significant adverse

effects
HE Levonelle One Step | 4.3 Contraindications
1500 microgram (BEERe&E A L)
tablet
(2018 &£ 11 ARR) 4.6 Fertility, pregnancy and lactation
Pregnancy

Levonelle One Step should not be given to pregnant women. It will not interrupt a pregnancy.
In the case of continued pregnancy, |imited epidemiological data indicate no adverse effects
on the fetus but there are no clinical data on the potential consequences if doses greater
than 1.5 mg of levonorgestrel are taken (see section 5.3.).

5.3 Preclinical safety data

Animal experiments with levonorgestrel have shown virilisation of female fetuses at high
doses.

Preclinical data from conventional studies on chronic toxicity, mutagenicity and
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carcinogenicity reveal no special hazard for humans, beyond the information included in other
section of the Summary of Product Characteristics
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N ) Levonorgestrel 4.3 Contraindications
STADA 1. bmg (B3 &R L)
tablets
(2016 &£ 7 BhR) 4.6 Fertility, pregnancy and lactation
Pregnancy
This medicinal product cannot interrupt an ongoing pregnancy.
In case of failure of this contraceptive mean with persisting pregnancy, epidemiological
studies indicate no malformative effects of progestins on foetus
Nothing is known on the consequences for the child if doses higher than 1.5 mg levonorgestrel
are taken.
5.3 Preclinical safety data
Nonclinical data reveal no special hazard for humans, beyond the information included in
other sections of the SPC. Animal experiments with levonorgestrel have shown virilisation of
female foetuses at high doses
h+4% |PLAN B CONTRAINDICATIONS
Levonorgestrel Women with known or suspected pregnancy. The method is not to be used by a woman who is
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Tablet 1.5 mg pregnant due to a previous act of intercourse, especially if there is recent abnormal bleeding,
(2018 &£ 4 BhR) a pregnancy test should be performed before taking Plan B.

WARNINGS AND PRECAUTIONS

General

Plan Be is not an abortifacient and should not be taken by pregnant women, as it will not be
effective.

Sexual Function/Reproduction

Suspected Pregnancy: A pregnancy test is warranted if pregnancy is suspected. Women should
be counselled to abstain from sexual intercourse or use an alternative contraceptive method
until the onset of their next normal menstrual period. If a normal menstrual period is delayed
beyond 1 week, the patient’ s preghancy status should be confirmed with a pregnancy test and
fol low-up with a health professional.

Special Populations

Pregnant Women: Plan Be is not an abortifacient and should not be taken by pregnant women,
as it will not be effective. Studies involving women who have taken combined oral
contraceptives containing levonorgestrel inadvertently during early pregnancy do not suggest
that these drugs have an adverse effect on the fetus and there is no evidence that Plan Be
(levonorgestrel 1.5 mg tablet) taken as an emergency contraceptive would have an adverse
effect on an established pregnancy. However, there are insufficient data to rule out the
possibility of adverse effects on the fetus if Plan Be is used after a woman is already
pregnant or in cases of method failure.

TOXIGOLOGY

Reproductive Toxicity: A large number of reproductive toxicity studies were performed by
repeat dose administration to evaluate the effects on mating fertility, fecundity, post-
treatment recovery of fertility, effects on the estrous cycle, claudogenic effects as well
as classic Segment I, II, and III reproductive studies. Of greatest possible relevance to
emergency contraception are the studies of recovery of fertility and birth defects. In a
study in mice treated with up to 50x the human contraceptive dose, no irreversible impairment
of fertility was noted.
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Segment I1 studies were given by repeat dose during organogenesis. At the levels required to
maintain pregnancy, virilizing effects were noted and were considerably greater than those
of progesterone. Two of 439 fetuses from dams treated at these levels of norgestrel were
deformed;

one fetus from a dam treated with norgestrel 3 mg subcutaneously had incomplete spinal closure
and one fetus from a dam treated with norgestrel 3 mg orally had a poorly developed cranium.
The 88 control fetuses were normal. Occasional deformities appeared in the other progestogen
groups, and were more frequent from spayed mothers. In a study where norgestrel was given
subcutaneously from Days 16 to 19 of gestation, potency in producing virilization in female
fetuses was found to be nearly equal to testosterone propionate and three times greater than
norethindrone acetate. Histological examination showed that norgestrel 0.1 mg/day
subcutaneous|y was effective, while 10 mg/day orally was ineffective. For a macroscopically
detectable increase in ano-genital distance, 3 mg/day subcutaneously was required.
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NorLevo-1
|evonorgestrel 1.5
mg tablet

(2020 &£ 1 AR

4.3 CONTRAINDICATIONS

NorLevo-1 should not be given to pregnant women. [f menstrual bleeding is overdue, if the
last menstrual period was abnormal in timing or character or if pregnhancy is suspected for
any other reason, pregnancy should be excluded (by preghancy testing or pelvic examination)
before treatment is given

[f a woman has had unprotected intercourse more than 72 hours earlier in the same menstrual
cycle conception may have already occurred. Treatment with NorLevo-1 following the second act
of intercourse may therefore be ineffective in preventing pregnancy. While the consensus is
that levonorgestrel is not teratogenic, no guarantee can be given that pregnancy will result
in a normal baby.

4.4 SPECIAL WARNINGS AND PRECAUTIONS FOR USE

Precautions before use

Exclude pregnancy if suspected clinically

Breast or pelvic examinations are not routinely necessary. Perform such examinations only if
indicated by the patient’ s history.

Blood pressure may be measured before recommending NorLevo-1. An elevated blood pressure is
not a contraindication to treatment but indicates the need for further investigation
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No routine laboratory testing is required

4.6 FERTILITY, PREGNANCY AND LACTATION

Use in pregnhancy - Pregnancy Category D*

NorLevo-1 is not to be used during an existing or suspected pregnancy. Research has found no
significant effects on fetal development associated with the long—term use of contraceptive
doses of combined oral steroids before pregnancy or taken inadvertently during early
pregnancy. There have been an insufficient number of pregnancies in patients using
levonorgestrel only oral contraceptives to rigorously evaluate the potential for developmental
toxicity; however, based on the combined oral contraceptive experience, an increase in
abnormalities is not expected. If taken by the mother at or after eight weeks postconception

progestogens such as levonorgestrel can cause virilisation of the female fetus. This is a
dose dependent effect. Prior to eight weeks postconception, they have no virilising effects

There are no studies of the effect of the high levonorgestrel doses used in levonorgestrel
1.5 mg tablets on pregnancy and embryo/fetal development
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