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Store in the original package

; . Store patches in their protective | SPECIAL
in order to protect from light
and moisturep 9| sachet inside the original box. PRECAUTIONS
FOR STORAGE
. iainal |
Influence Effects of other Influence of other medicinal
— DRUG
medicinal products on EVRA products on EVRA INTERACTIONS

Interactions can occur with
drugs that induce microsomal
enzymes which can result in
increased

clearance of sex hormones and
which between-oral

Coplrecen el o ol ner

medicinal-produets may lead
to breakthrough bleeding

and/or contraceptive failure.
The following interactions
have been reported in the
literature.

. boli
Substances increasing the
clearance of CHCs
(diminished efficacy of CHCs
by
enzyme-induction),e.g.:

: "

Interactions between oral
contraceptives and other
medicinal products may lead to
breakthrough bleeding and/or
contraceptive failure. The
following interactions have
been reported in the literature.

Hepatic metabolism
Interactions can occur with
medicinal products that
induce hepatic enzymes
which can result in increased
clearance of sex hormones
(e.g. phenobarbital,
primidone, rifampicin,
rifabutin, bosentan,
(fos)aprepitant), some anti-
epileptics (e.g.
carbamazepine,
eslicarbazepine acetate,
felbamate, oxcarbazepine,
phenytoin, rufinamide,
topiramate) and some HIV-
medicinal products (e.g.
nelfinavir, ritonavir,
nevirapine, efavirenz) and
possibly also griseofulvin and
products containing the
herbal remedy St. John's
Wort (Hypericum
perforatum).

Maximal enzyme induction is
generally seen in about 10 days
but may then be sustained for
at least

4 weeks after the cessation of
medicinal product therapy.

Herbal preparations
containing St. John’s
Wort (Hypericum




Barbiturates, bosentan,
carbamazepine, phenytoin,
primidone, rifampicin,
modafinil and HIV
medication ritonavir,
nevirapine and efavirenz and
possibly also felbamate,
griseofulvin,

oxcarbazepine, topiramate and
products containing the herbal
remedy St. John's Wort
(hypericum

perforatum).

Management
Enzyme induction may be

observed after a few days of
treatment. Maximal enzyme
induction is generally seen in
about 10 days but may then be
sustained for at least 4 weeks
after the cessation of medicinal
product therapy.

Short-term

A woman on short-term
treatment with medicinal
products that induce hepatic
drug metabolising enzymes or
individual active substances
that induce these enzymes
should temporarily use a barrier
method in addition to EVRA,
I.e. during the time of
concomitant medicinal product
administration and for 28 days
after their discontinuation.

If concomitant medicinal

perforatum) should not be
used while taking EVRA.

Interference with enterohepatic
circulation

Contraceptive failures have
also been reported with
antibiotics, such as
penicillins and tetracyclines.
The mechanism of this
effect has not been
elucidated. In a
pharmacokinetic interaction
study, oral administration of
tetracycline hydrochloride,
500 mg four times daily for
3 days prior to and 7 days
during wear of EVRA, did
not significantly affect the
pharmacokinetics of
norelgestromin or EE.

Management

Women on short-term
treatment with any of the
above-mentioned classes of
medicinal products or
individual active substances
that induce hepatic enzymes
(except rifampicin) should
temporarily use a barrier
method in addition to EVRA,
i.e. during the time of
concomitant medicinal
product administration and
for 7 days after their
discontinuation. For women
on rifampicin a barrier
method should be used in
addition to EVRA during the
time of rifampicin
administration and for 28
days after its discontinuation.

In women on long-term
treatment with any of the
above-mentioned classes of
medicinal products, another
reliable, non-hormonal,
method of contraception is
recommended.




product administration extends
beyond the end of the
three-week patch period, the
next transdermal patch should
be applied without the usual
transdermal patch-free interval.

Long-term

In women on long-term
treatment with enzyme-
inducing active substances,
another reliable, non-hormonal,
method of contraception is
recommended.

Substances with variable effects
on the clearance of CHCs
When co-administered with
CHCs, many combinations of
HIV protease inhibitors and
non-nucleoside reverse
transcriptase inhibitors,
including combinations with
HCV inhibitors can increase or
decrease plasma concentrations
of estrogen or progestins. The
net effect of these changes may
be clinically relevant in some
cases.

Therefore, the prescribing
information of concomitant
HIV medications should be
consulted to identify potential
interactions and any related
recommendations. In case of
any doubt, an additional barrier
contraceptive method should be
used by women on protease
inhibitor or non-nucleoside
reverse transcriptase inhibitor
therapy.

Women on treatment with
antibiotics (besides
rifampicin, see above)
should use the barrier
method until 7 days after
discontinuation.

If concomitant medicinal
product administration runs
beyond the end of the one-
week wear period, the next
transdermal patch should be
applied without the usual
transdermal patch-free
interval.







Special warnings
and precautions for
use

Mumber of
YIE events
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Number of VTE events per 10,000 women in one
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Risk of venous thromboembolism (VTE)
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Polyisobutylene / polybutene adhesive;
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Polyisobutylene / polybutene

Lauryl lactate; adhesive;

Crospovidone; Non woven

Lauryl lactate; Crospovidone; Non woven

Polyester fabric; Backing film

Polyester fabric; Backing film, release liner.
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