BETAMETHASONE-G TABLET 0.5MG

Ingredient(s):

Each tablet contains:

Beltamethasons ............ . e e n e 0.5MG
Pharmacology (Summary of Pharmacodynamic and Pharmacokinatios):

1. Betamethasone is & glucocorticosterold. Betamsthasone is a synthalic derivativa of

prednisclona which is about eight to ten times as active as prednisclone on a weight-tor-
weight basis. Batemethasone is an anti-inflammatory adrenal corticosteroid. it provides
potent anti-inflammatory. antirheumatic end antialiergic eftects in tha traatmenl of
conticoslercig-raspensiva  disorders.  Glusocortisostaroids, eg. betamethasons, ceuse
profeund and varlad metabolic effeclta and modity the body's immune respense Lo diverse
stimuli. Betamethasone has high  glucocorticosteroid  activity and  slight
mineratocerticostarold ectlvity.

2. Corticosteroids are bound to plasma proteins in varying degrees. Corticostarcids arg
matabollsed primarlly in the liver and are Lthen excretad by the kidneys.

Indication(s):

Management of vasious endoacrine, musculoskeletal, collagen, darmatologic, allergic, ophthalmic,
gastrolntestinal, reapiratory, hematologic, neoplastic and other diaeases known to be fasponsive
to corticostaroid therapy. Corticostaroid hormona therepy is an adjunct to, and not s replacemant
tor, conventicnal therapy.

Dosage and Adminiatretion:

Doaing raquiremants ara variabla and must ba individualizad on tha basis of the spacific diseass,
ita eaverity and tha responae of the patlant.

Tha initiel dose of belamathagona tablets may vary from 0.25mg to 8mg daily depending on tha
specific disease being treeted. Generally low doses will suffica in situations of less sevarity.
Howevar, selectad patients may require highar initial doses. Thia initial dose ahould be
maintained or adjusted until a setistactory responsa is obsarvad.

I o eatlefactory clinical reapense does not occur aftar a reasonable period of time,
betamethasone should be discontinued and tha patient transferred to other eppropriate therapy.
The wsual initial padiatric oral dosage varias from 17.5-250rncg/kg body weight/day or 0.5-
7.5mg/m* of body surtecesday. Dosagea for infania and children ahould be govarnad by tha same
considaralions as adults rathar than strict adherence to ratios indicatad by age or body weight.
Whan a favourable reapenae is reached, the proper mainlenence dose should ba determinad by
decreasing the initial dose in small decremants at appropriate time intarvals unti! the lowest dose,
which will maintain an adequate clinicat respensse, is reachad.

Treatmeni should be discontinued if & period of sponianecus remission occurs in a chronic
condition.

Exposura ¢f the petient to strassful situatiens unrelated to the disaase under ifreaiment may
necessltate an increase In the dosage of belamethasone. Il betamethasone Is to be discontinued
after loeng term tharapy, dosage should be decreased gradually.

Once-A-Day Dosege: As a convenienca te the patient and to insure improved compliance with
doaing, the total daily maintenance dose can be adminlsterad once in the morning.

Allameta Day Therapy: Betemethesone is ngi recommanded for alternate-day dosing dus to its
long biological half-life {368 to 54 hours) with associated suppressive effects on the HPA axis. If
oral long lerm use is requlred {or disesse iherapy, an aiternale day dosing regime with an
Intermediate  acting  adrenocorticostaroid (such &s prednisone, prednisclone or
methylprednisclone) should ba considered.

Te be diapensed on physician's prescription.

Contraindication(s):
Betamethasone is contraindicetad in patients with systemic fungal infactions and those who have
shown hypersensitivity to betamethasone or othar conticostercids. or t¢ any of the componants of
belamethasone tablets.

Sids Effect(s) / Adverse Reactlon(e):

Adverse reactions t¢ betamethascne are the same as those raportad tor other corticosteroids and
ralsta both to dose and duration of therapy. Thase reections can usualiy be reversed or
minimized by a dosage reduction. Generally, this is preferable o drug lreatment withdrawal.

Side aftects o! batamethascns include fluid and slectrolyta disturbances, muscla weseknass,
osleoporosis, peptic ulcer with possibla parloration and hemerrhage, impaired wound healing,
leclai erylhema, convulslons, menstrual Irregulerilles suppressien of growth in children,
decraased cerbohydrata tolerance, increased intraocular pressure and negative nitregen balance
due to protein calabolism. Prolongad ireatmant with corticostercids in high dosage is occasionsily
assoclated with subcapsutar calaract and skin thinning.

Preocaution(s) / Warningie):

1. Remission or axacerbation of the disease procass, the pstient's individual response 1o
therapy and exposure 1o emotional or physical siress, such as serious infeclion, surgery or
injury may necessltate dosage adjustments. Moniloring may be required for up 1o 1 year
{ollowing cessation of long-tarm or high-dosa corticostercid tharapy.

2. Some signs of infection may be maskad by corticostercids and new infections may appear
during use. There may be decreased resistance and inabllity to locellze Infection when
corticostercids ere usad.

3. Prolonged corticosteroid use may produce posterior subcapsuler calaracts {eapecially in
chlldren), gtaucoma with possible damage to the optic nerves and may enhance secondary
ocular infections dua to fungi or viruses.

4. Avarage and large doses of corticastersids can cause elevation of bloed pressure, salt and
wetar retention and increased excretion of potassium. However, these eflects are less
likely to eccur with the synthetic derlvatives except when used in large deses. Dietary salt
reetrictlon and potassium supplementation may be considered. All corticostersids increase
calcium axcration.

5. Patients ahould not be vaccineted againsl smeallpox while en corticosterold therapy. Other
Immunlzation procedures should not be undertaken in patients receiving corticostaroids,
especially high doses, because of pessibla hazerds of neurclegicel complicatiena end lack
of antibody respense. Howaver, Immunizsticn precedures may be undertaken in patients
that are raceiving corticosteroids a§ raplacement therapy eg. for Addison's disease.

8. Patients whe are on immunosuppressant dosas of corticoateroida should be wamed to
avoid exposure 1o chickenpox of measles. if expesed, to obtain medical advice.

7. Corticosteroid therapy in active tuberculosis should be restricted to those cases of
fulminating or disseminaled tubarculosis in which the corticosieroid 8 used for
management In conjunction with appropriate antituberculosle regime.

8. 1 corticosteroids are indicetad in patients with latent luberculesis or tuberculin activity,
close observation is necessary since reactivation of the disease may occur.
Chemoprophylaxis sheuld be given to patients with prolonged corticosteroid therapy, H
rifampin is used in chemoprophyiactic progrem, ils enhancing effect on metabolic hepatlc
clearance of coricosteroids should be considered; adjusiment in corlicosterdid dosage
may be required.



9. The towest possible dose of corticostercid should be used to control the condition undar
treetment. Whenever possible, dosage should be reduced gradually.

10. Too repid corticosteroid withdrawal may result in drug-induced secondery adrenocortical
inewtticloncy. Thle may be minimized by gradual dosage reduction. Such relative
insulliciency may persist for monihe aftar discontinuation of therapy. Therefore
corticotherapy should be reinstituted it stress occurs during that period. Dosage may heve
to be increased if the patient Ia recalving corticosteroids. Since mingraloconticoid secretion
may be tmpaired, salt and/or 8 mineralocorticosteroid should be given concurrently.

11.  Corticostaroid eifect Ia enhanced In patients with hypothyroidism or in thoae with cirrhosis.

12. It is edvisable lo use corticosieroids with ceution in patients with peular harpes simplex
hacause of possible comeat peroration.

13.  Psychic derangements may amppsear with corticosteroid therapy. Existing emotional
instabllity or psychotic tandencies may be aggravated by corticosteroids.

14, Cautloye use of corticosteroids in: non apeciic ulceralive colitis, if there is a probability of
impending peforation, abscess, or other pyogenic infection, diverticulilis; fresh intestinal
anastomoses; aclive or latent peptic ulcer, renal insufticiency, hypertension, osteoporesis
and myasthanla gravis.

15. A risk/benelit decision musgt be made with each patient 85 complicetions of glucacerticoid
treatmant are dapendent on dosa size end duration of treatmant.

16. Corticostergids administration can disturb growth rates and inhibil endogenous
cortleoatarcld production in infants and children, therefore the growth and development of
these patlants receiving prolonged therapy should be tallowsed carefully.

17. The meotility and number of sparmatozoa may be alterad in some petients recelving
cofticostaraigs.

Interaction with Other Medicamenta

1 Concurrent use ol phanobarbital, phenytoln, rifampin or ephedrine may enhance ihe
metabollsm of coricosteroids, reducing thair therapeutic efects.

2. Patiants who are on both a coricostaroid and an astrogen should Te observed for
excessive corticosleroid effacts.

a The usa of corticosteroide logether with potassium-deplating diuretice may snhance
hypokalemia. Concurrant use of corticosteraida with cardiac glycosides may enhance the
possibility of arrhythmias or digitalis toxicity associated with hypokalemia. Corticostarpids
may enhance tha potassium depletion causad by ampholericin B, Serum eiectrolyte
determinatiana, particularty potassium levels, should be monitored clossly in all patients on
any of thasa drug tharapy combinations.

4. Ad|usimen of dosaga may ba required In patlents taking conicosteroids and courmnarin-type
anticoagulants concurrantly because this combination may incraase or decrease the
anlicoagulant effects.

5. Concurrenl  usa of non-sleroidal  anli-inllammatory  drugs or alcohal  wilh
glucocorticosteroids may result in an increased occurrence or increased Sevarity of
gestrointastinal ulceration.

€. Since corticosieroids may decreass blood salicylata concenirations, acelylsalicylic acid
should be used cautiously in conjunclion with corticostaroids in hypoprothrombinemia.

7. Adjusiment of dosage of an antidiabetic drug may be nacessary when corticosteroids are
given to diabelica,

8. Concomitant glucecorticosterold therapy may inhibil the response to somatotropin.

f. Laboratory Test Interactions: Corticosteroide may affect the nitroblue tetrazolium test for
bacterlal infestion and produca false-negative results.

Pregnancy and Lactation

Tha use ol betamathasone tablets during pregnancy, in nursing mothers or woman of
child bearing age requires that the posaibia banefils of the drug be weighed againat
potentia! hazarda to mothar and fostus or infant because contralled humen raproduction
studies heve not been done with corticostaroids,

Although no data ara available for bstamethasons, corticostercigs may pass into breast milk. Infants
of mothars taking high doses of systamic coricoslervids for prolongad periotts should ba observed for
slgns of adranal suppression.

Symptoms and Treatment for Overdosage, and Antidote(s):

Symptoms: Acute overdosage with batamethasona, lika olther glucocorticosteraids, is not expected to
lgad o a lde-threataning situgtion. Except al the most exirema dosagss, a few days of excaessive
plucacarticostaroid dosing is unlikely to produce hanrmful results in the absence of spacitic
comraindications, such as in patients with gdiabetes mellitus, glaucoma, or active peptic ulcer, or in
patiems on medicallons such as digitalis, coumarin-type anti-coagulants or polassium-dapleting
diuretics

Traatment: Thara is no specific antidote for its overdosage, thereicre management of the patients
should consist of symplomatic and supporive therapy. Acute overdosage should be trasated
immediately by inducing emesis of by gastric lavage.

Shelf-Life:
3 years from the date of manufacture.

Storage Condition(s):
Kaep in a tight container, Slora at temperature below 30°C. Prolect from light and moisture.

Product Deseription & Packing(e):

A light green color round tablet v

Plastic bottla of 1000's and 2000's.
Blister packing of 10's x 10.

Manufacturer:  Y.S.P. INDUSTRIES (M) SDN. BHD.

Factory . Lot 3,5 &7, Jalan P/7, Section 13,
@ Kawasan Perindustrian Bandar Baru Bangi,
43000 Kajang, Selangor Darul Ehsan, Malaysia.
Tel: 03-89251215 (4 Lines) Fax: 03-89251298

Y s P Office : No. 18, Jalan wWan Kadir, Taman Tun Dr. lamail,
Lk . 60000 Kuala Lumpur, Malaysia.

Tel: 03-77276390 (12 Lines)

Qrdering line:1 800 86 3027

Product info: 1 800 88 3679



