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Beclic-G ointment . "
Betamethasone dipropionate Gentamicin as sulfate
Composition o o LRt B e

Active Substances: C bl &

Betamethasone dipropionale

Gentamicin (as sulfale)

Generic form and active substance per uni

Eachgmcontamns

Belamethasone as diproplonate 0.05% Gentamian (assulfale) 0.1%.

Therapeutic Inditations: Bechc-G Cream 1s indicated for the relief of the inflammatory manifestations of corticosleroidresponsive dermatoses
when complicaled by secondary Infections caused by organisms susceplible o gentamycin.

Beclic-G Ointmentis indicatad for lopical reatment of dermiatosis complicated by secondary infection caused by organisms sensitive to Gentamicn.
Posology and method of administration

Adolescents and Adults

Apply a thinfilm 1o the aflected skin areas twice daily and carefully rub in, Frequency of application should be determined by the physician according
o the severfty of the condibon. For some patients, adequate mainlenance Lherapy may be achieved with less frequent application. Duration of”
therapy vanes depending upon the exlenl and location of disease and pabent respanse. However, if cfinical improvement is not achieved dy two to
three weeks, diagnosls should be reviewed.

Children 2 to 12 years old;

Apply a thin fiim to only the affected skin and carefutty rub in. Apply a sufficient amount no moro frequently than twice daily with at least 6-12 howrs
between appiications. Application (o face, neck, scalp, genifaha, rectalarea, and skin fiexures should be applied under medical supervision.

Limt treatment lo no more than 510 7 days

See "Special Wamings and precaulions foruse”, and “Use In pediatnic patients”

Contraindications

Hypersensitivity to the active substances or lo any of the excpients used in the preparation as well as o aminoglycoside antibiotics (cross allergy lo
gentamucin)

Beclic-G should nol be applied lo mucous membranes, to the eyes or the area sumounding the eyes

Speclal warning and precautions for use: If imitabon or sensitization develops with the use of Beclic-G Cream or Oinlment, treatment should be
discontinued and appropriate therapy instituted.

When applied topicalty, syslemic absorption of the active subslances may be increased if Beclic-G 1s used extensively, particulerty dunng prolonged
use orif applied to damaged skin

Use beneath occlusive dressings further increases systemic absorption. Under such condibons, undesirable effects, which are seen following
systemic applicaton of the actve substances, may occur. In such cases . particular caution is recommended in paedialric use.

Dunng concomitant systemic administration of aminoglycoside antibiotics, it should be remembered thal, In cases of increased dermal absorption, a
cumulapve toxic effect (olotoxicity, nephroloxicity) is possible

Inparteular. a possible cross reaction with other ammoglycoside antibioucs should be taken into consideration.

During long-term reatment with preparations conlaining antibiotics, non-susceptible microorganisms may develop, In particujar mycosis. In such an
evenl, or at the onset of a superinfection, appropnale treatment should be instituled.

High-dose, extensive or occlusive application of potent or highty-potent carticosterolds should only take place under regular, medical Supervision;
particularty in regart 1o the Suppression of endogenous corticosteroid producton and a possible metabolic effect.

Apenod of 2-3 weeks' conbnuous trealment should preferably nol be exceeded

Highly-potent. polenl and fedum-dose coricoslervids should be used with caution in the facial and genftal region, lreatment should nat exceed
one week In such cases Generally spealang, only low-dose torticosteroids should be used around the eyes (glaucoma)

Corticostarnids may mask the symploms of an allergic skin reaction to one of the product ingredients

The palient should be nstructed to use thg product solely In the treatment of his/her curmant skin condition, and nol to pass it on lo others.

Use in paedatnc patients ’

Use of this product in pediatric patienls younger than 2 years of age js nol recommended When compared with adults, paediatnc patients may
demonstrate grealer susceplbility Lo hypothalamicpilutary- adrenal (HPA) axis supprassion (Induced by topical corticosterolds) and Lo exogenous
coricosteroid effects. as absorption in children 15 grealer due to the higher skin surface area (o body weighl rabo

HPA axis suppression, Cushing's syndrome, finear growth retardanon, delayed welght gain and intracranlal hypertension have been reporied in
ohiidren recerving topical concosteroids

Symptoms of adrenal suppression sn chudren Include low plasma cortisol levels and absence of response to ACTH stimulaton. Symgioms ol
whracranial typertension include bulging fontanelles, headachs and bilaleral paplliedema

Interactions: When Beckc-G 15 used in the genital or anal reglon, the presence of petroleum Jely and liquid parafin (excrpients used in the product)
may diminsh the lear resistance of concomitanty usadlalex condoms. theraby compromising thelr safety when 1 use

Pregnancy, lactation

Pregeancy:in amal stucios, topical apphicaton of corbcosteroids was shown to have a laralogentc efiect

There are no data on 1y use In human pregnancies
Asminoglycosides tross ho placenlal bamer and may harm the (elus if admunislered to pregnant women. Theru havo been reports of lotl,
areversibie, bialeral. congendal deamess in infants whose mothers recelved aminoglycosides (including gentamicin) dunng pregnancy. Sullicent
data on the use of Lopically applied gentamicin dunng pregnancy is lackmg.

Durng pregnancy, Bedlic-G showld only be used in cases where i is absolutely necessary

Lactation: 11 15 not known whether lopicaily spplied corbeostaraids pass into breast mik Howewr, systemically avallablo corticostorolds are
excreted m breas! milk.

Itis not known whether genamicin pasces Inlo breast milk 1f appiied lo the bieasts, Bedic-G may not bo used by nursing mothers.

Effects on ability to drivo machines: The effect on the abity lo dnve and operale machinery has not been studied

Undesirable effects

Intiation of trestyent

g,gmstm: nilabons, buming sensabons, prusitus, chn drynoss, hyperscrsitvity macions to ong of the ingredients used 0 the product and skin

coloranon

Extenslve, occlugive and/or prolongod use

Dunng exiansive, occlusive and/or prolonged use, local akin changes may occur Dunng extenavo use, systernic eflects (adsgnal suppressian) may
ot

fahould be romembered thal pslents arc a1 groater risk ol doveloping socondary wfections as 4 rosult of dirunished local resistanco Lo infectan.
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