Cervageme

Please read this leaflet carefully BE
FORE you are given GEMEPROST pessary
1.0mg. This leaflet is a summary of im-
portant information about your pessa-
ries. If you have any questions, or are
inot sure-about-anything to-do with-y.
treatment, ask your doctor, or nurse fo
more information.

PRESENTATION AND COMPOSITION
White to yellowish-white spindle shape
vaginal pessaries each containing Tm
GEMEPROST. Also contains Witepsol S5
and dehydrated ethanol 1.25%v/w.

INDICATIONS

1. Softening and dilatation of the cervi
uteri prior to trans-cervical intrauterin
operative procedures in pregnant pa
tients in the first trimester of gestation.

. Therapeutic termination of pregnanc
in patients in the second trimester o
gestation, in licensed institutions.

3+ Induction-of-abortion of second trimes

ter pregnancies complicated by intrau

terine foetal death.

ADMINISTRATION AND DOSAGE

Before administration, the pessary shoul
be allowed to warm to room temperatur
for 30 minutes, away from direct heat an
sunlight, in the unopened foil sachet.

1. Softening and dilatation of the cervi
in the first trimester of gestation.
Adults: One pessary to be inserted int
the posterior vaginal fornix 3 hours befor

surgery.

2. Therapeutic termination of pregnanc
in the second trimester of gestation.
‘Adults:-One pessary to-be-inserted into
posterior vaginal fornix at 3-hourly inter
vals to a maximum of 5 administrations.
If abortion is not established after 5 pessa
ries, a second course of treatment may b
instituted starting 24 hours after the initia
commencement of treatment.

Vaginal bleeding and uterine contractions
may start after the administration of the
first or second pessary, but treatment

Gemeprost pessary should be continued for the full course un-
less complete abortion occurs earlier.

] The embryopathic hazards of gemeprost

mg_ - lhavenot been-determined:Every-effort

SANOFIwg ' Ishould be made to ensure that once treat-

ment has started termination of the preg-
nancy is completed.

If abortion is not well established after
10 pessaries, a further course of GEME-
PROST treatment is not recommended
and alternative means should be em-
lployed to effect uterine emptying.
3.Intrauterine foetal death in the sec
ond trimester of gestation.

One pessary to be inserted into the poste
rior vaginal fornix at 3-hourly intervals up
to a maximum of 5 administrations.
Elderly: Not applicable.

Children: Not applicable.

[CONTRAINDICATIONS -
GEMEPROST should not be administered
to women with known hypersensitivity to
prostaglandins or to women with renal
function disturbances. GEMEPROST is also
contraindicated in women experiencing
uterine fragility related to uterine scarring,
and in placenta previa.
IGEMEPROSTpessariesshetld-net-he-used
for the induction of labour or cervical sof-
tening at term as foetal effects have not
been ascertained.

PRECAUTIONS

GEMEPROST should be used with caution
in patients with obstructive airways dis-
ease, those with cardiovascular insufficien
cy, efevated-intraocular pressure;, cervicitiy
or vaginitis.

Serious, potentially fatal, cardiovascular ac
cidents (myocardial infarction and/o
spasm of the coronary arteries and severe|
hypotension) have been reported with pros-
taglandins including GEMEPROST. Cardiad
and vascular parameters should be moni
tored-by-taking regular measurements-of
the patient's pulse and blood pressure.
There have been reports of uterine rupture
with gemeprost. Therefore, extreme care
must be taken and cervical dilatation and
uterine contractions monitored, when us-
ing this drug in the termination of preg-
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nancy (whether therapeutic or for intrau-
terine foetal death) especially during the
second trimester or the second course of
therapy. This is particularly important in
omen who have one or more of the fol-
lowing conditions: multiparity, uterine
scarringcervical stenosis;-vaginal-bleeding
of unknown origin, or twin pregnancy.
Coagulopathy may occur following intrau-
terine foetal death and should be moni-
tored and managed actively according to
current clinical standard practice.
Adequate follow up of a patient having a
pregnancy terminated is essential to ensure
that the process has been completed, as the

not been determined.

Patients with the following diseases have
not been studied: ulcerative colitis; diabe-
tes mellitus; sickle-cell anaemia; epilepsy;
disorders of blood coagulation; cardiovas-
cular or pulmonary disease.

When used for cervical dilatation, if it is
necessary to postpone surgery-for-mueh
beyond the recommended 3 hour interval
patients should be kept under observa-
tion, as there is a possibility that spontane-
ous abortion may occur.

GEMEPROST pessaries should not be
used for the induction of labour or cer-
vical softening at term as foetal effects
have not been ascertained.

INTERACTIONS

Oxytocin and other labour inducers or ac-
celerators can potentiate the action of
GEMEPROST.

SIDE-EFFECTS

aginal bleeding and mild uterine pain,
similar to menstrual pain, may occur in
the interval-between the administration-of
the pessary and surgery, especially if this
interval is prolonged beyond the recom-
mended 3 hours. Nausea, vomiting, loose
stools or diarrhoea may occur but are rare-
ly severe enough to require treatment.
However, standard anti-emetic or anti-
diarrhoeal agents may be administered if
Other reported side-effects include head-
ache, muscle weakness, dizziness, flush-
ing, chills, backache, dyspnoea, chest
pain, palpitations and mild pyrexia.
Uterine rupture has been reported on rare
occasions, most commonly in multiparous
omen and in those women with a histor
of uterine surgery.
Anaphylactic reactions-havenotoccurred

ith GEMEPROST but such reactions have
ery rarely been noted with other prostag-
landins.
In very rare cases, severe hypotension and
coronary spasms with subsequent myocar-
dial infarctions have been reported.

e R

OVERDOSAGE

The toxic dose of GEMEPROST in women
has not been established. Cumulative dos-
lage of 10mg in 24 hours was accompanied
by a significant increase in incidence and
severity of side-effects. In animals the
acute toxic effects are similar to those of
prostaglandin E1 and include relaxation of
smooth muscle, leading to hypotension
and depression of the CNS. Clinically val-
uable signs of impending toxicity are
likely to be sedation, tremor, convul-
sion, dyspnoea, abdominal pain and di-
arrhoea, which may be bloody, palpita-
tions or bradycardia. Treatment should
e symptomatic. A vaginal douche may
be of value depending on the elapsed
time since insertion of the pessary.

PHARMACODYNAMIC PROPERTIES
Gemeprost (16, 16-dimethyl-trans-delta2
PGEIl methyl ester) is a prostaglandin E1
analogue. Both in pregnant and non-preg-
nant animals, it causes contraction of the
resistance of cervical tissue. Gemeprost de-
presses placental and uterine blood flo
but those actions are secondary to the
main uterine stimulation. In women, ge-
meprost is an effective cervical dilator in
the first trimester in pregnancy, gemeprost
is also effective at terminating pregnanc
in the second trimester of gestation.

PHARMACOKINETIC PROPERTIES — —
In pregnant women, although plasma lev-
els of both the active drug and the main
metabolite (de-esterified gemeprost) are
very low, gemeprost induces cervical sof-
tening within three hours of insertion.
Between 12 and 28% of the vaginal dose is
eventually absorbed into the circulation,
and 50% of this is excreted in the urine|
The unabsorbed dose is largely recovered
from the genital area, either washed out in
the urine or from pads used to absorb
postoperative blood loss.

STORAGE PRECAUTIONS

Store below minus 10°C (-10°C) in the orig-
inal pack. Temperature cycling should be
avoided.
Oncethefoit sachet has beenopened; any|
pessary not used within 12 hours should
be destroyed.

Nature and contents of container
Container of 5 unit dose foil pessaries.
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