Clenil ®250mcg

pressurised inhalation solution
beclomethasone dipropionate

COMPOSITION

Each canister contains:

Active ingredient;

Beclomethasona-dipropionate 50 mg {each actuation delivers 250 micrograms)
Excipients: HFA 134a (norflurane], ethanol, glycerol

P o canister 200 af 250 mi of
The product does not contan any substance damagng oione

THERAPEUTIC INDICATIONS
Cantrol of asthmatic disease development and of bronchostenatic conditions In those patents who do not abtain
& satisfactory control of symptors with the wewal inhaled doses of beclomethasans diproglonate.

CONTRAINDICATIONS
{active ar and lacal viral i b itivity 1o cortisonics,
Lisually contraincficated in prograncy and lactation ises Special warnings)

PRECAUTIONS FOR USE

Patients should be properly instructed about the carrect use of the inhaler.

The management of reatment in patients already undergoing systemic corticotherapy, needs special precautians
and @ strict medical control since the reactivation of adrenal function, suppressed by the prolonged systemic
corticostercidal therapy, is slow. I any case, it is necessary that the disease be ralatively stabilissd by the systemic
treatmant. At the beginning, CLEMIL® should be administered while continuing the aystemic therapy: then,
this shoufd be gradually reduced checking the patient regularly {in tests of

function should be camed out) and moddying CLENIL® posology sccording 10 the mesults obtained, During
periods of stress or of severe asthmatic attacks, patients undergoing this passage shall be supported by a
supplemental fraatment with systemsc sterolds, CLENIL® is not effective in asthmatic attack in progress; on
the contrary, i represents an essential treatment of the asthmatic diseasas, therefore it should be reguiarty taken
al the prescribed doses and as long as the physician deems it as switable. Patients should be dily informed
that the product contains small amounts of ethanol and glycenol, These quantities ane neglighle and do not
constitute A risk for patients with the uscally administered therapeutic deses, However, due to the presence of
@icohol, the preduct should be cautiously used in patients suffering from hepatic pathologies, alcoholism {ses
alzo Interactions), ephepsy, cerebral pathalogies.

INTERACTIONS
CLEMIL® contains a small amownt of ethanol There ls the petantial for ion in
sansitive patients taking disullivan or metronidazebe.

SPECIAL WARNINGS

CLENIL® is not efficacious in asthma attacks in progress; an the contrary, t represents a fundamental treatment
of the asthrmatio disease: it should ba regularly taken at the prescribed doses and &3 fong as the physican deams
it as suitable

Pregnancy and lactation. In pregnant women the product should be administered In case of real need and
under direct medical controd, Thare f= inadequate evidence of safety of beclomethasone dpropionate or HFA
134a propallant i humans, Product sdministrataon during pregnancy and lactation should ba only taken info
considesation If the envisaged benefit for the mother autweighs the potential risks for the foetus.

Childiren bom from maothers hiving mooivicd considerable doses of inhaled corticosternics during pregnancy,
should be carefully monitored in arder to detect a possible hypoadrenalism

Studies on the effects of the propellant HEA 134a on reproductive function and embryofostal develepmeant n
amimals did not point out clinically important adverse eventa. Therefore, the occurrence of adverse dvents in
hurnans is unlikaly,

POSOLOGY, METHOD AND FREQUENCY OF ADMINISTRATION

Adults : usually, 2 inhalations twice a day. Shouid it be deemed as maore suitable, posalogy can be fractioned
even Into 1 inhalation 4 tmes dedly. In case of need. therapy can be incressed up 1o 2 inhatationa 3-4 tmes a day,
Thierapy with CLENIL™ should not be abnuntly interrupted

Children: CLENIL®™ 250meg & not suitable for pediatric use.

Ingtructions for use

The successhul nesult of the treatmant depends on a comect use of the inhaler.

Inhaler's working test: before using the inhaler for the first time or If it hes not been used for three days ar mare,
remove tha mouthpisce protective closure by softly pressang It on ts sides and press once in the air to release an
Bctuation, so as to verify the comeet working of the infusler,

For uss, carehilly lallow the Tallowing instructions;

22 ] @

1) hold the actuator between Wumb and moex, wWith the mouthpece downwarss,
2 remove the protecting cap;
3)  piace the mouthpiece firmly batween the lips and make a complete axpirtion;

4y make a kong and deep inspiration with the mauth anly and, a1 the same time press onca only with the indak.

Once the inspifation iz complete, hold breath as long as possible.

When inhalations are completed, close the mouthpiece again with the protecting cap. The mouthpece shoukd
Blways be kept ciean. Cleaning should be made with lukewarm water, after having extracted the pressurised
canister,

Once the inspration is complete, hold breath as long as possiole.

When inhalations are completed, close the mouthpeece again with the protecting cap. The mouthplece should
always be kept clean. Cleaning should be made with lukewarm water, after having extracted the pressurised
canister,

UNDESIRABLE EFFECTS
Cecasionally, local mycotic infections (candidiasis) can appear in the cropharyngeal cavity, usually rapidly
ragressing after local antimycotic therapy and without intemupting the trestment. The occumence of these
mycotic infactions can be reduced to the minimum by egulary rinsing the mouth after every application.
A faw patlents complasned about hoarsensss and dry mauth.

aide effects ars with the doses; however, patients should be kKept
under sinct eantral during prolonged treatments, in order to fimaly ascertain the possibile occurmance of systemic
diseases [oslecporosis, peplic ulcer, signs of secondary corticoadrenal insufficiency, such as hypotension and

wight lass) and in order to avoid, in this latter avent, vary serious due to acute b
Inhalation of high doses = 1500 mogiday) for prolonged periods may cawse adrenal supprasaion. As with other
ion therapy 1 may Opcur.

The observance of the instructions contained in the present packsge insert reduces the risk of undesirable
eftects.

It s important to promptly inform the physician or chemest about any undasirable effect, even if not reparted in
iz lnaflat.

EXPIRY DATE AND STORAGE
See the expiry date reported on the bex: this date is intended for the unopened and comectly stored product

ATTENTION: do not use the medicinal product when the indscated date is axpired.

PRECAUTIONS FOR STORAGE

The pressurised contaimer should not be pigrced &nd should be protected Irom heating sources, even when
apparantly empty. it must neither be frozen nor exposed to direct sunlight, Store below 30°C,

Keep out of the reach of children

Last revision: March 2001
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