C I i pp er ®5 mg Gastro-resistant modified release tablets
Beclomethasone dipropionate

THERAPEUTIC CLASS: Intestinal anti-inflammatory drug with topical action.

THERAPEUTIC INDICATIONS
Treatment of mild to moderate ulcerative colitis in active phase.

CONTRAINDICATIONS

Hypersensitivity to the active ingredient or any of the product components.
Tubercular, mycotic and local viral infections. Generally contraindicated during
pregnancy and lactation (see also “Special warnings”).

PRECAUTIONS FOR USE

There is no information about the use of beclomethasone dipropionate by oral
route in children.

There is no information about the safety of a long-term treatment in patients
with severe hepatic insufficiency, renal failure, diabetes mellitus, gastroduode-
nal ulcer, serious arterial hypertension, osteoporosis, hypoadrenalism.

INTERACTIONS WITH OTHER MEDICAMENTS

No interaction phenomena are known with beclomethasone dipropionate oral
therapy. CLIPPER tablets, according to medical judgement, can be associated to
oral or rectal treatment with mesalazine.

SPECIAL WARNINGS

In case of pre-existing or arisen during treatment intestinal infection, a suitable
antibiotic therapy should be immediately instituted.

Though no systemic effects have been reported, in case of long-term treatment,
the control of corticoadrenal function is recommended.

For sportsmen: the use of the drug without therapeutic need is considered as
doping and can produce positivity to anti-doping tests.

Pregnancy and lactation

There is no information about the safety of use during pregnancy and lactation.

POSOLOGY AND METHOD OF ADMINISTRATION

One CLIPPER tablet of 5 mg daily, to be taken in the morning.
Treatment cycles of not more than 4 weeks are advisable.
Tablets should be swallowed as whole with a little water.

Do not break or chew the tablets.

UNDESIRED EFFECTS

During the clinical trials carried out with CLIPPER 5mg tablets, no undesired
systemic effects were observed after treatments up to 4 weeks.

The undesired effects found during the clinical trials (menstrual disorders, hea-
dache, flu syndrome, intestinal disturbances) were infrequent and of mild or
moderate intensity. Inform your doctor about any undesired effect not descri-
bed in the present leaflet.

SHELF-LIFE AND STORAGE

See the expiry date indicated on the pack.
87L74/01

This date is to be intended for the unopened and correctly stored package.
Attention: do not use the product beyond the expiry date reported on the
package

KEEP OUT OF THE REACH AND SIGHT OF CHILDREN

COMPOSITION

Each tablet contains: Active ingredient: beclomethasone dipropionate 5 mg.
Excipients: lactose monohydrate, hydroxypropyl methyl cellulose, microcry-
stalline cellulose, methacrylic acid copolymer, maize starch, magnesium stea-
rate, talc, poly-ethylene glycol 4000, titanium dioxide.

PHARMACEUTICAL FORM AND CONTENT
Modified-release gastro-resistant tablets.
Box of 30 tablets of 5 mg.

Chiesi Farmaceutici SpA - Via Palermo, 26 /A - 43100 Parma (Italy)

Manufacturer and final controller
DOPPEL S.r.l. - Via Martiri delle Foibe, 1 — 29016 Cortemaggiore (ltaly)
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