Rinoclenil *100 mcg nasal spray suspension

Bottle for 200 actuations

COMPOSITION

100 mi of suspension contaln;

mﬂ ﬂ? pul:,rstu'bat ?t;tmml Il1.|l|3|IE|TE|I.I‘Ig sodium carboxymetiyl cellulose,
iants: ne col and

benzalkoniem chioride, phenylethyl alcohol, glucose (dextrose) monohydrate, purifled

waller,
Each puff delivers 100 micrograms of beclomathasone dipropionate.

PHARMACEUTICAL FORM AND CONTENT
Massl spray, suspension, botile with metering pump and nasal applicator (200 detiveries).
THERAPEUTIC CLASS

Gluzoconicoid with nasal decongestive activity for topical use,

THERAPEUTIC INDICATIONS

Prophylaxis and treatment of seasonal and perennial allergic rhinitis and vasomotor rhinitis.
CONTRAINDICATIONS

Lacal viral and tubercular infectiona. itivity to the active ingredient or to any
excipient, Contraindicated in children aged under & vears, Generally contraindicated in
pregnancy and lactation (see speacial warnings).

PRECAUTIONS FOR USE

The use, eapecially if protonged, of products for topical use may give rise to sensitization
I‘JHBHDMGI'It and excaptionally to systemic Side effects typical of this dl'l.l class, In any
case, it is necessary to discontinue the treatment and institute a suitable thatalgg.]
In pediatric patients receiving prolonged treatments with neaal a peri
check of their ragular growih |5 recommean ded.

Though RINOGLEMNILT is able to control most cases of seasonal allergic rhinitis, an
abnarmnally high allergen stimulation can require a proper aupplamental therapy, espacially
for corﬂmlllng eyE Symploms.

It is nace to take care of the patients’ pasaaga from asystamu:: staroidal therapy to
RINCCLENIL®, if there is any reason o suspect that patients” adrenal function is impaired.
INTERACTIONS

Mone known,

SPECIAL WARNINGS

Pregnancy and lactation. In worman the product should be administerad in case
of real nead, under direct ical control. There are insufficient data supporting the safety
of use of beclomethasone d'pmpmnala 'Hl.l‘ing PrEgnancy in hurnans. In reproductive
studies in animals, only after high systemic exposures the typical undesired side effects
of potent corticosteroids were . Howewer, the administration by nasal appécation
of baclomathasone diproglonate MFCIS thie high exposure level occurrng with Systemic
administration, The use of the product during pregnancy should be taken info consideration
|ust when the envisaged benefite outweigh the poasible risks for the fetus. The product
has been widely used for several yearg without any apparent damages, it is reasonable
to belisve that beclomethasone dipropionate ks excreted in the milk, but with the doses
used for nasal application the presence of significant concentrations in the mother milk
15 uniikely, However, the use of beclomethasone dipropionate dusing lactation requires that
thia risk-benafit ratio be duly evaluated both for mothar and baby.

POSOLOGY, METHOD AND FREQUENCY OF ADMINISTRATION
Adults and children aged over & years: two puffs into each nostril once a day.
In children, shoukd It be considered &3 suitable, an administration scheme of fractioned
dosas can be mainfained, with just one actuation inlo each nosinl twice a day. The anset
of action is not mmediate, and for a ful ic banefit, & regular use ia advisable for
several days,

The product should not be administered to children aged under & years
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INSTRUCTIONS FOR USE

Vigerously shake the botlle before each administration. Moneoves, bafore starting therapy,

it is recommended to remove the protecting cap (2), protecting ring {3) and raﬂaalad ¥

actuate the metering pump (4} In order ta start the nebulization mechanism,

Pariorm the actuation as follows:

1) Carefully clean the nose.

2) Aamone the protecting cap

3) Rarmowe the side FII'NEC“II’!Q riv blocking the pumn

4) Hald the bottle as illestrated in the figure. Hapaatadl actieate the metenng pump in
order to start the nebulization mechanism, to abtain a visible spray,

5) Lay the nasal applicator on a nostril, closing with a r i other one. Breathe in and

prees at the same tima the bottom of the nasal applicator aa shown in the figurs, In

this way a single and exactly metered dose of active Iingredient (s delivered. Repeat the

sama operation in tha olher nasinl

B) After usa, close gain with the protecting cap and

Should the actuator becoms obstructed, rinse it mﬁ:-' with lukewarmn water, without

intarvening an the hole with pointed objects.

OVERDOSE

The administration of high quantities of beclomethasone dipropionate during a short period

of time can bring about suppression of the hypothalamis-hypophysis-adrenal axis. In this

g%su. the dose of RINGCLENIL® should be immediately reduced o the recommended

SE.

UNDESIRED EFFECTS

Systemic undesired effects are extremety unlikely due to the low doses used. Nevertheless,

a particudar care should be paid in the prolonged wse of the product, maintaining the patient

mdarahlctuunhulrnnrﬂartut!mb{da‘hactfgnaaﬂ: gystemic affects (osteoporosis, peptic
ubcer, gigns of secondary adrenal fallure) other nasal preparations, some topacal

burnings might appear, as well as irritation, dryness and seldom epistaxis.

Rare cases of nazal septum perforation have been rﬂpurlad following nasal applications

with corthcosteroids, Seldom cases of intraocular pressune increases or glaucoms have

bean associated to beclomethasone dipropionate formulations for masal apphcamns

In case of infection, turn to the doctor to allow a suitable therapy to be instituted The

cheenance of the Inatrections reported In the present package inser reduces the risk of

side effects, Infarm !{vl:ur doctor or chemist about any undesined afect even it not reporied

in the present ]

EXPIRY DATE AND STORAGE

See the expiry date printed on the package; this date shouwld be intended for the wnopened

and Qﬂnﬁglg stored product,

ATTENTION: do not use the medicinal product after the expirny date indicated on the

package,
Keep out of the reach of children

Approved: 4 April, 2003 @ d’fe sj'
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