Clenil Compositum fr Aerosol uspersionfisniiicsins
beclomethasone dipropionate and salbutamol

Manodose vials of 2 mi for Aerosol therapy
COMPOSITION

100 ml of sterile suspension contain:
Acthve ing, : Beclomethasone diproplonate o.040 g, Salbutamol sulphate 0.0964 g equivalent to Salbutamol 0.080 g,
Excipients: Sodium chloride; Polysorbate 20; Sorbitan monolaurate; Water for injection,

PHARMACEUTICAL FORM AND PHARMALCD ~THERAPEUTIC CATEGORY
Suspension for Nebulisation. Bata; selective admenergic bronchodilator and antiasthmatic corticasterald far aerasal.

THERAPEUTIC INDICATIONS
Treatment of branchial asthma, chronic abstructive bronchopathy with asthmatic component.

CONTRAINDICATIONS

Beclomethasone di lonate is contraindicated in active or gulescent viral and tubercular local infections.
Subjects with individual hsgmunslthirylv the compaonents (beclomethasone dipropionate and salbutamaol).
Generally contraindicated during pregnancy and lactation (see Special Warnings).

PRECAUTIONS FOR USE

Treatmaent in patients with concomitant treatment with systemic conicosteralds needs particular precautions and a stricl medical
contrel. ﬂﬂlr following a continuous hyperdosage a ceriain degree of corticoadrenal at may sCur.

Sfmpllhnm metic agents should be very cautiously used in patients who can be especi sensitive to their effects,

In patients with coranary artery disease, arrhythmiae, arterial hyperiension msi:dpnthms with glaucoma, hyperthyroidism,
pheachnomocytoma, dizbetes and prostatic hypertrophy the product should be used only in case of absolute necessity,

INTERACTIONS
Concaomitant administration of the product with beta-blockers (e.g. propanolal) is not recommended.

SPECIAL WARNINGS
To be used only in the stasting period and not lor prolonged treatments (continued treatment exceeding 10 days is not recommended).
The use of products for topical use, espacially If prolonged, may give rise Lo sensitisation phenomena and, exceptionally, to the
drug classic systemle side effects. In any case treaiment should be discontinued and a sultable therapy instituied.
For sportsmen: the use of the drug without therapeutic need is considered as doping and may cause positivity to anti-doping
tesis even at therapeutic doses,
The product is nol contraindicated in subjects affected by celiac disease.

and lactation

Pregnancy

1% use s dol pdvisable during the first thiee months of pregnancy, and in the following period the product adminisiration shall
be evaluated by the physiclan according to the risk/benefl ratlo.

115 use is nol recommendaed also during lactation,

POSOLOGY, METHOD AND FREQUENCY OF ADMINISTRATION

Adults: 1 monodose vial per nebulisation, 1-2 times a day.

Children: half monodose vial per nebulisation, 1-2 times a d

The monodose vial has a serigraphed mark corresponding to half dose.
Shake well before use.

Instruction for use of monodose wal
Usze the monodose vial according Lo the Tollowing Frstructions:
1} Bend the monodose vial in the two directions {see fig. A}
:; Separale the monodose vial from the strip at the top and then in the central part of the vial (see fig. B}
3) Shake weli to homogenise the suspension, until complete re-dispersion is obtained (see fig. C).
Orpen the moncdose visl by rotating the twist-olf stopper as indicated (see ﬂ!,' o)
5] Gently squeeze the m vial content al the prescribed dose into the nebullser chamber (see MNg. E)
&) In case half dose is used, the vial can be closed by pressing the stopper in the upside down position (see fig. F). The unused
suspension must be stored at 2- B°C (in the refrigerator) and administered within 12 hours from first opening.
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UNDESIRABLE EFFECTS

s observed during therapy with beclomethasons dipropionate spray, mycosis in the mouth may occur: they however rapidiy

regress after a suitable local therapy with alkalizers or antimycotics. At high dmﬁ transient side effects may otcur in some
ng

patients (moderate increase in heart rate, slight muscalar tremors) disappeari the first days of treatment, by reducing
the dosage if necessary,

Srslz.trl:: side eﬁunttss-are extremely Improbable due to the low used doses; nevertheless, their occurrence may be favoured by
m treatme
#s for other inhalatory drugs, the possibility of paradoxical bronchospasm occurrence should be taken into consideration.

The occcurence of undesirable effects Is reduced if instructions are sirletly fallowed,
Inform your dector ar pharmacisd, should any undesirable effects not described in this leaflet occur.

SHELF LIFE AND SPECIAL PRECAUTIONS FOR STORAGE

Store the product vertically, as described on the outer pack.

Expiry date: see auter pack; this date refers to the correctly stored and unopenad .

Monodase vials can bo stored out of their protecting bag up to 3 months, prot from light.

:ﬂn‘;‘l;nrhﬂdm is used, the residual gquantity of the visl has to be stored a1 2°C 1o 8°C (In the refrigerator) and must be used
n 12 hours,

‘Warning: Do not use beyond the explry date reparted on the suter pack,
Eeep out of the reach and sight of chitdren

Last revision; December 2005
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