Rinoclenil 100 mcg nasal spray suspension

Bottle for 200 actuations

COMPOSITION

100 ml of suspension contain: A ¢

Active ingredient: Beclometasone dipropionate 77 mg. :

Excipients: polysorbate 20, microcrystalline cellulose and sodium carboxymethyl cellulose,
benzalkonium chloride, phenylethyl alcohol, glucose (dextrose) monohydrate, purified water.
Each puff delivers 100 micrograms of beclometasone dipropionate.
PHARMACEUTICAL FORM AND CONTENT : 20
Nasal spray, suspension, bottle with metering pump and nasal applicator (200 deliveries).

THERAPEUTIC CLASS g .
Glucocorticoid with nasal decongestive activity for topical use.
THERAPEUTIC INDICATIONS : o AGE
Prophylaxis and treatment of seasonal and perennial allergic rhinitis and vasomotor rhinitis.
CONTRAINDICATIONS ; o ey ¢
Local viral and tubercular infections. Hypersensitivity to the active ingredient or to any
excipient. Contraindicated in children aged under 6 years. Generally contraindicated in
pregnancy and lactation (see special warnings).
PRECAUTIONS FOR USE ‘ 133 DK
The use, especially if prolonged, of products for topical use may give rise to sensitization
phenomena and exceptionally to systemic side effects typical of this drug class. In any case,
it is necessary to discontinue the treatment and institute a suitable therapy. s
In pediatric patients receiving prolonged treatments with nasal corticosteroids, a periodical
i lar growth is recommended. i it ¢
%Rgﬁzr?;ﬁﬂ%rcrfgﬁm ig able to control most cases of seasonal allergic rhinitis, an abnorn?:'any
high allergen stimulation can require a proper supplemental therapy, especially for controlling
eye symptoms. y ¢ ¢ S i
It is necessary to take care of the patients’ passage frqm a systemic sterqda! herapy to
RINOCLENIL, if there is any reason to suspect that patients’ adrenal function is impaired.

INTERACTIONS
None known.

L WARNINGS O :
IsareEgﬁ:wy and lactation. In pregnant women the product should be administered in case
of real need, under direct medical control. There are insufficient data supporting the safety
of use of beclometasone dipropionate during pregnancy in humans. In reproductive studies
in animals, only after high systemic exposures the typical undesired side effects of potent
corticosteroids were observed. However, the administration by nasal application of
beclometasone dipropionate avoids the high exposure level occurring with systemic
administration. The use of the product during pregnancy should be taken into consideration
just when the envisaged benefits outweigh the possible risks for the fetus. The product has
been widely used for several years without any apparent damages. It is reasonable to
believe that beclometasone dipropionate is excreted in the milk, but with the doses used
for nasal application the presence of significant concentrations in the mother milk is unlikely.
However, the use of beclometasone dipropionate during lactation requires that the risk-
benefit ratio be duly evaluated both for mother and baby.

POSOLOGY, METHOD AND FREQUENCY OF ADMINISTRATION

Adults and children aged over 6 years: two puffs into each nostril once a day.

In children, should it be considered as suitable, an administration scheme of fractioned
doses can be maintained, with just one actuation into each nostril twice a day. The onset
of action is not immediate, and for a full therapeutic benefit, a regular use is advisable for
several days.

The product should not be administered to children aged under 6 years.

{/NSTRUCTIONS FOR USE

Vigorously shake the bottle before each administration. Moreover, before starting theral

it is recommended to remove the protecting cap (2), protecting ring (3) and rgpeategl);

actuate the metering pump (4) in order to start the nebulization mechanism

Perform the actuation as follows: 3

1) Carefully clean the nose.

g; Eemove me protecting cap.

emove the side protecting ring blocking the pump.
4) Hold the bottle as illustrated in the figure. Re eated| 1 i i
- order to start the nebulization mechanism, up ?o obtai¥1 :Cvig?éfet;]:rgftenng v
) Lay thetngsal applicator on a nostril, closing with a finger the other one. Breathe in and
argssa as i; gelesaman : ;l;f;i ttlr;le"lggtt‘taorr:j caf the naflsal applicator as shown in the figure. In this
re . . N . . \
4 i%me operaltion At omte ose of active ingredient is delivered. epeat the
er use, close again with the protecting cap and ring.

ﬁ?ould the actuator become obstructed, r?nse it carefu?ly with lukewarm wat i

ervening on the hole with pointed objects. R .

OVERDOSE

The administration of high quantities of b i i
2 : t eclometasone dipropion i i
g; gemﬁh%agotggngf ?:‘!mg Suppression of the hypothaIamusf?\yr[;oph?lts(?isql;rc;rl]egnaaIS:)((.‘;rt r':nerlho_d
; of CLENIL should be immediately reduced to the reco, 83 o
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emic undesired effects are extremely unlikel
€ € ly due to the lo
o s TS bR eprieroel e b L el
s secondary adrenal Ty possible systemic effects (osteoporosis, peptic

burnings mi e). As for other nasal pr i 3
R gs might appear, as well as irritation, dryness and seldo?neepr;;?g%g.s, A

are cases i

ith conicogtfe?(?izig ssegl'gm perforation have been reported following nasal icati
been associated o begle rgret:acs%sneesdqf intraocular pressure increases or Z?agggg?ggcz
Intessetbkt : Ipropionate formulations f icati
ObSenance of s Tttort g 1, o 2 Sitable herapy 1o 2 raons

of side effects: Inform y:L?r gJSCSt éfg‘,’"fd in the present package insert reduces té:tt?%zigz
in the EYSSSHt Yoa el Chemist about any undesired effect even if not reported

EXPIRY DATE AND STORAGE

See the expiry date printed on the kage; thi i
and correctly stored product. Storzaﬁef:%/eégmscdate B ol i

ATTENTION: do not ici
i not use the medicinal product after the expiry date indicated on the

Keep out of the reach of children
Approved: 4 April, 2003
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