Beclic-G Ointment .47 g, eiuinbieind

Betamethasone dipropionate Gentamicin as sulfate

cappodﬂon

Active substances:

Betamethasone dipropionate

Gentamicin (as sulfate)
MMMWMWM
Each gm contains:

Betamethasone as dipropionate 0.05%. Gentamnun(assulfate)om
Therapeutic indications: Beclic-G Cream is indicated for the relief of the inflammatory manifestations of corticosteroidresponsive dermatoses
when complicated by secondary infections caused by organisms susceptible to gentamycin.

Beclic-G Ointment is indicated for topical treatment of dermatosis complicated by secondary infection caused by organisms sensitive 1o Gentamicin,
Posology and method of adminisiration , v
Adolescents and Adults: v -
Apply a thin film to the affected skin areas twice daily and carefully rubin. Frequenqdappkabonﬂmﬂdboddm»dby&wphym

"o the severity of the condition. For some patients, adequale maintenance therapy may be achieved with less frequent application, Duration of
mewmemmmmddmemmm However, if clinical improvement is not achieved by two lo
three weeks, diagnosis should be reviewed

Children 210 12 years old:

Apply a thin film to only the affected skin and carefuily rub in. Apply a sufficient amount no more frequently than twice daily with at least 612 hours
between applications. Application o face, neck, scalp, genitalia, rectal area, and skin fiexures should be applied under medical supervision,

Limit treatment to no more than 5 to 7 days.

See “Special Wamings and precautions for use”, and “Use in pediatric patients”,

Contraindications

HypomnsihwylommuMmubdeummedanWuwembummmwemMu(mawgyb

gentamicin).

Bedlic-G should not be applied to mucous membranes, 1o the eyes of the area surrounding the eyes

Special warning and precautions for use: Hmmummmmmwmhusedeedn-cmuhumm treatfent shoud be
discontinued and appropriate therapy instituted

When applied topically, mmmdnmmmmmmdommdexwwwmm
use or if apphed to damaged skin

systemic application of the active substances, may ocour In such cases part-ular caution is recommended in paadiatric use

During concomitant systemic administration of aminoghyeoside antibotics.  shosAd be rememberad that,in cases of increased dermal absorption, a
cumulative toxic effect (otatoxicty, nephrotoxicty) is possible

In particular, 3 possible cross reachon with othar aminog!ycoside antitictics should ba taken into consideration.

During long-term treatment with preparafions containing aetit olics, non-susceptibie mcroorganisms may develop, hpuﬁculamyoods Insuchan
event,or al the onset of 2 superinfection appropriete treatment should be rsbtited.

High-dose, extensive or octlusive application of potent or highly-polent corrosterwds should ondy take place undef regular, medical supervision;
particularly in regard to the suppression of endogenaus corticostertd produchon and a possibie matabolic effect.

Apenod of 2-3 weeks' continuous treatment should preferably not be exceeded

Highly-potent, potent and medium-dose corticnsiemids should be used with caution in the facial and genital region; vreatment should nof exceed
one week in such cases, Generally speaking only low 8060 corticosteroids should be Lsed around the eyes (glaucoma).

Corticosteroids may mask the symptoms of an afiergic skin reaction o oné of By product ngredints.

The patient should be instructed to usg te product salely in the teatmnt of hisier current siun condiion, mmtlopauimhm

Use in paediatnc patients:

Use of this product in padiatnic patents younger than 2 years of age 15 not recommended. mwwm Mﬁbm
WMMbWM‘me(M‘MWWW)MbW
corticosterod eflects, as absorption in children s grester due to the higher skin surface area 1o body weight ratio

HPA axis suppression, Cushing's syndrome, inear growth retardabon, deleyed weight gain and intracranial hypertension have been reported in
chitdren receiving topical corticosterods

Symploms of adrenal suppression i children include low plasma cortisol levels and absence of response to ACTH stimutation, Symploms of
Intersctions: When Beciic-G s used in the genital or anal region, the presence of petroieum elly and hquid paraffin (excipients used in the product)
may diminish the tear resistance of concomitantly used latex condoms, thereby compromesing thetr safety when inuse.

Pregnancy, lactation

Pregsancy:in animal studies, topical apphcabon of coticosteroids was shown io have a teratogenic effect

There are no data on its use in human pregnancies.

Aminoglycosides cross the placental bamer and mey harm the fetus if administered o pregnant women. There have been reports of tol,
imeversible, bilateral, congenital geatness in infants whose motners recerved aminoglycosides (including gentamicin) during pregnancy. Sufficient
data on the use of topically apphed gentamicin qunng pregnandy is tadkung.

Dunng pregnancy, Beclic-G should only be used in cases where i 1s absolutely necessary

Lactation: usmmmwwmmmmmm systemically avatable coeusterads are
excreled in dreast milk.

Itis notknown whether gentamicin passes into breast milk. ¥ applied to the breasts, Bedonymlbewxbymwmtm

Effects on ability to drive machines: The efiect on the abiiity to 8nve and operate machinery has not been studied.

Undesirable effects

Initiation of treatment

Skin: Rare: mtabions, buming sensabons pruntus, mmmmmmwmdanMnnmum
discolorabon

Extensive occlusive andor prolonged use X

Ounng extehsive. occhusive and/or profonge use, foca! skun changes may occur Dunng extensive use systemic effecs (adrenal suppression) may
oo

R shouic be remembered tha! datents are at greater nsk of devetoping sacondary infections as a result of dimanisied local resistance 10 nfection.
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Rere sor st (nyomd prrtis)

Possidie photosees aaton was obsenad i same pabtents, however | was impossie b reproduce Bus effoct when gentmion was reapobad.
with subsaguent eore ke UV radadon.

Eatume vt
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Ear, inner ear’ renal In Cases of concumilant systenic »mm\dm-mmmmmmm-
mcm:mm«ammm

ALsCui ey system
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saconday adrend’ insufoency and symptoms of adrenal covtex Myplersctvity including Cushing's syndrome

Rosmot he evcluded that 8 singie exoossive dose of gentamicin might indow such symptoms
mmmmumwwmmWbmwmuwuwmunmdm

mwmw:wmmammmnmm Erciohte
rnbaiances should be treatad where raquind. I cases of chronks toxkty. withdrawal of corbeostenonds should be gradual
tmmnmmuwmwwmmm«mmmwmu
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properbes of hatamethasane SYopanale (2 Nghly potent, class I corioosteroid)

Gentamion interferes with the growt of sensitve bactenia by inhdting protein synthesis. Its acton against pathogeri, Gram-negative and G
postve bactena is bactenadal snd s based an the ateity of the antideobe o bind to bactenal 30S nbasomal subunits.

In the tabie below Dacteria & Catgonsd actonding 10 ther susceptitility to gantamicin:

The following hactens are usually ressstant b sminaglycosides: meningooood], Sreplacartus pneumanias, Most types of stoplococd (Aotably
Group D). Mycopissms 5p., (hiamyvia 8. and anaerode’ such as Racteronies . and Glostnckum sp.

Infamad skn disaases due 1 secondwry bactenal infections can be treated with Beclic-G, brnging relief from subjective complaints such as

pruntus.

The omtment is parbcuiary sudsble for Lse on dry and chapped s\in.

The Cream is  CooHNG. NON-Ody, Water-parmeable o-n-waler amusion, which is indieated for scute and weepag stages of disease.
Pharmscokinetics: No panatration of sbsorpbon studies have been perfomed on this ganenc formeulabion. Linder normal crcumstances, only a
manmwmum;wm Penetration and parmaation ates depand on tha body site, skin
conditon, the genenc formiulstion being used, patiant age and method of

Gentsmicin absarption nead handly be consederad when used on intact skin, However, increasad percutansdus absarption shixdd be takan nto
account in cases of keratin layer loss, nfammation and occlusive! extensive spplication. When usad topically, Mﬂmmhwmh
mmmmﬁmmmm .
Preclinical data g

Betsmethasone: >

Corboosternid shudies using animal models have shown that betamethasane is toxic to reproduction (cleft palate, skeletal rafformatons).

In reproduchion toxicaty studies on rats. profonged gestabon, prolonged labour and dystocia ware recorded. Furthaemaon, a reduction in offspdng
WnMuMnmmwmmﬁmhmMm‘mMMdWM
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thrse davs at concentrabons several times higher than those in formulations for therapeutic use
mmmmmmmmmm)m«mmmmmmmmm
Furthermore, gentamican has & low skin sensitisabon index.
Mutagenicty and carcinogenicity have not baan studied
Further information
Badic-G $houkd not be usexd after the expary date, m;wmnmmww
Stovage condians
Store at room temperature. After first apening, can be used up to 3 months.
Keepoutof the reach and sight of chidren
Nature and contents of container .
Becko G Ontment 15g.

Q Manufactured By:
N Aims Pharmaceuticals
o-&-‘ Plot # 201 mdusuw Triangle, Kahuta Road,
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