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When an optimal response is When an optimal response is method of

obtained, a single injection of

250 micrograms of r-hCG or 5,000 IU
to 10,000 IU hCG should be
administered 24-48 hours after the
last Luveris and FSH injections. The
patient is recommended to have
coitus on the day of, and on the day
following, hCG administration.

Alternatively, intrauterine

insemination (IUl) may be performed.

Method of administration

Luveris is intended for subcutaneous
use. The first injection of Luveris
should be performed under direct
medical supervision.

The powder should be reconstituted,
immediately prior to use, with the
solvent provided. Self-administration
of this medicinal product should only
be performed by patients who are
well-motivated, adequately trained
and with access to expert advice.

For instructions on reconstitution of
the medicinal product before
administration, see section 6.6.

obtained, a single injection of

250 micrograms of r-hCG or 5,000 IU
to 10,000 IU hCG should be
administered 24-48 hours after the
last Luveris and FSH injections. The
patient is recommended to have
coitus on the day of, and on the day
following, hCG administration.

Alternatively, intrauterine
insemination (IUl) ard-ART may be
performed.

Method of administration
Luveris is intended for subcutaneous
use.

The powder should be reconstituted,
immediately prior to use, with the
solvent provided.

Self-administration of this medicinal
product should only be performed by
patients who are well-motivated,
adequately trained and with access to
expert advice.

administration

The pharmacokinetics of lutropin
alfa have been studied in pituitary
desensitised female volunteers
from 75 IU up to 40,000 IU. The
pharmacokinetic profile of
lutropin alfa is similar to that of
urinary-derived hLH.

Absorption
Following subcutaneous

The pharmacokinetics of lutropin
alfa have been studied in pituitary
desensitised female volunteers
from 75 1U up to 40,000 IU.

The pharmacokinetic profile of
lutropin alfa is similar to that of
urinary-derived hLH. Following
intravenous administration,
lutropin alfa is rapidly distributed

Pharmacokinetic
properties

3




administration, the absolute
bioavailability is approximately
60%.

Distribution

Following intravenous
administration, lutropin alfa is
rapidly distributed with an initial
half-life of approximately one
hour. The steady state volume of
distribution is around 10-14 I. The
mean residence time is
approximately 5 hours.

Lutropin alfa shows linear
pharmacokinetics, as assessed by
area under curve (AUC) which is
directly proportional to the dose
administered. The lutropin alfa
pharmacokinetics following single
and repeated administration of
Luveris are comparable and the
accumulation ratio of lutropin alfa
is minimal. There is no
pharmacokinetic interaction with
follitropin alfa when administered
simultaneously.

Elimination

Following subcutaneous
administration of Luveris, lutropin
alfa is eliminated from the body
with a terminal half-life of about
10-12 hours. Following
subcutaneous administration, the
terminal half-life is slightly
prolonged. Total clearance is
around 2 I/h, and less than 5% of
the dose is excreted in the urine.

with an initial half-life of
approximately one hour and
eliminated from the body with a
terminal half-life of about 10-12
hours. The steady state volume of
distribution is around 10-14 I.
Lutropin alfa shows linear
pharmacokinetics, as assessed by
area under curve (AUC) which is
directly proportional to the dose
administered. Total clearance is
around 2 I/h, and less than 5% of
the dose is excreted in the urine.
The mean residence time is
approximately 5 hours.

Following subcutaneous
administration, the absolute
bioavailability is approximately
60%; the terminal half-life is
slightly prolonged. The lutropin
alfa pharmacokinetics following
single and repeated administration
of Luveris are comparable and the
accumulation ratio of lutropin alfa
is minimal. There is no
pharmacokinetic interaction with
follitropin alfa when administered
simultaneously.

For immediate and single use
following first opening and
reconstitution.

The powder must be
reconstituted with the solvent
before use by gentle swirling.
The reconstituted solution should
not be administered if it contains
particles or is not clear.

Luveris may be mixed with
follitropin alfa and co-

For immediate and single use
following first opening and
reconstitution.

The powder must be reconstituted
with the solvent before use by
gentle swirling.

The reconstituted solution should
not be administered if it contains
particles or is not clear.

Luveris may be mixed with
follitropin alfa and co-

Special precautions
for disposal and
other handling

4




administered as a single injection.

In this case Luveris should be
reconstituted first and then used
to reconstitute the follitropin alfa
powder.

In order to avoid the injection of
large volumes, one vial of Luveris
can be reconstituted together
with one or two vial(s) of
follitropin alfa, 37.5 1U, 75 IU or
150 IU, in 1 ml of solvent.

Any unused medicinal product or
waste material should be disposed
of in accordance with local
requirements.

administered as a single injection.

In this case Luveris should be
reconstituted first and then used
to reconstitute the follitropin alfa
powder.

Any unused product or waste
material should be disposed of in
accordance with local
requirements.
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