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Progor Capsule 120 mg
Progor Capsule 180 mg

DCI: Diltiazem Hydrochloride

COMPOSITION

Progor 120 mg:

Diltiazem hydrochloride 120mg-Sucrose Stearate-
Microcrystalline cellulose-Magnesium stearate-Talc-
Titanium dioxide-Hypromellose-Polysorbate 80-
Polyacrylate dispersion 30%-Simeticone emulsion
q.s. ad capsul. una.-Gelatine-Titanium dioxide
Progor 180 mg:

Diltiazem hydrochloride 180mg-Sucrose stearate-
Microcrystalline cellulose-Magnesium stearate-Talc-
Titanium dioxide-Hypromellose-Polysorbate 80-
Polyacrylate dispersion 30%-Simeticone emulsion
q.s. ad capsul. una.-Gelatine-Titanium dioxide

PHARMACEUTICAL FORM AND
OTHER PACKAGES

Capsules containing slow-release minigranules and
packed in a thermoformed card-pack. Boxes of 28
capsules and unit-doses of 120 mg, 180 mg, 240 mg,
300 mg and 360 mg of diltiazem hydrochloride per
capsule.

PHARMACOTHERAPEUTIC GROUP

Anti-hypertensive.

OWNER OF REGISTRATION,
MANUFACTURER

Owner of registration Manufacturer
SMB LABORATOIRES S.A. SMB Technology. S.A.

Rue de la Pastorale 26-28 Rue du Parc Industriel, 39
1080 BRUSSELS B-6900 MARCHE EN FAMENNE, Belgium
INDICATED IN

The treatment of slight to moderate arterial
hypertension.

CASES WHERE USE OF THE DRUG
MUST BE AVOIDED

e irregular heartbeat, especially when heart rate is
lower than 50 beats/min.

e heart disease, with or without lung congestion

e heart attack, with complications

e lung congestion (not associated with congestive
heart failure)

e low blood pressure;

o stroke;

e unstable angina pectoris;

o digitalis intoxication;

e hypersensitivity to diltiazem.

SPECIAL PRECAUTIONS

Treatment with PROGOR should be started under
strict medical supervision, particularly if /-blockers
are being taken or the patient has a heart disorder, as
well as elderly patients and those with kidney and
lung disease.

Special medical supervision is required if the patient
is being treated with cyclosporin.

In cases of general anaesthesia, the anaesthetist must
be informed about that this drug is being taken.

The capsules may fail to release all their content in
case of diarrhoea.

INTERACTIONS WITH OTHER DRUGS
OR FOOD

Many interactions may occur when PROGOR is
combined with other drugs and particularly with those
which act on the blood circulation and the heart, due
to addition either of similar therapeutic effects or
undesired effects. Interactions may occur, in
particular, with the following substances: dantrolene,
amiodarone, anti-depressants, neuroleptics, lithium,
rifampicin, vitamin D, calcium salts, triazolam,
nifedipine, digoxin, digitoxin, imipramine, « -
blockers such as prazosin, carbamazepine,
cyclosporin, theophylline, phenytoine, H2-
antagonists, nitrocompounds and anaesthetics.

USE DURING PREGNANCY AND
BREAST-FEEDING

PROGOR should not be used by women who are or
may be pregnant. If it is essential to use PROGOR
during a period of breast-feeding, the infant should be
fed in another way.

DRIVING A VEHICLE AND USE OF
MACHINERY

Caution is required, particularly in the early stages of
treatment, in case of changes of treatment or the
consumption of alcohol due to the possibility of
tiredness and dizziness. Treatment with PROGOR
requires regular medical supervision.

HOW TO USE IT AND IN WHAT
QUANTITY?

One capsule per day, to be taken before or during a
meal, at approximately the same time every day.

The capsule should not be chewed, but swallowed
whole while drinking a glass of water.

Adults:

Initial dose: 180 mg/day

Maintenance dose: 240 mg to 360 mg/day
Maximum dose: 360 mg/day

Elderly people and patients with kidney or liver
disorders;
Initial dose: 120 mg/day

Children:
The safety and efficacy of the drug for children have
not been established.

Route and mode of administration
The PROGOR capsules are administered orally.

MEASURES IN CASE OF EXCESSIVE
DOSES

The signs of intoxication as a result of excessive
doses range from falling blood pressure to acute
fatigue and exhaustion.

The patient should be hospitalised immediately.

UNDESIRED EFFECTS

Certain undesired effects may lead to the treatment
being stopped: cardiac problems, rash, swelling of the
lower limbs.

In patients with high blood pressure, undesirable
effects are usually infrequent and temporary.

The following events have been reported by
decreasing incidents: swelling of the lower limbs,
headache, flushes, fatigue, palpitations, discomfort,
digestive problems, dry mouth, nausea, vomiting,
diarrhoea, constipation and rashes.

In rare cases of irregular heartbeat, hypotension and
syncope have been experienced.

Isolated cases of hallucinations, depression, insomnia,
hyperglycemia and impotence have been reported.

Experience has shown that skin rashes are usually
localised and disappear when the treatment is
stopped.

A moderate and transitory increase in hepatic
transaminase has been observed at the start of the
treatment. Isolated cases of clinical hepatitis, which
regress once the treatment is stopped, have been
reported.

Dizziness, itching of the skin or mucous membranes,
nervousness, pain in the joints and muscles,
sensitivity to sunlight, hypotension, swelling of the
gums and male breasts have been observed.

STORAGE

PROGOR capsules should be stored at a temperature
of less than 25°C and protected from moisture.
Stability: check that the validity date shown on the
packaging after the letters "EX" has not been
exceeded; the 6 figures shown designate the month
(1% day) and the year after which the product will be
out of date.

Example: EX. : 09-2001: expiry date on | September
2001.

Keep out of the reach of children.

LAST UPDATE OF THIS NOTICE
9 December 1997.
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Progor 120 mg

Diltiazem hydrochloride 120mg-Sucrose
Stearate-Microcrystalline cellulose-Povidone-
Magnesium stearate-Talc-Titanium dioxide-
Hypromellose-Polysorbate  80-Polyacrylate
dispersion 30%-Simeticone emulsion q.s. ad
capsul. Una.-Gelatine-Titanium dioxide
Progor 180 mg

Diltiazem hydrochloride 180mg-Sucrose
Stearate-Microcrystalline cellulose-Povidone
Magnesium stearate-Talc-Titanium dioxide-
Hypromellose-Polysorbate ~ 80-Polyacrylate
dispersion 30%-Simeticone emulsion q.s. ad
capsul. Una.-Gelatine-Titanium dioxide
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