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Beclometasone Pressurised
Inhalation BP 50/200 mcg/actuation

Ibicar 50/200

COMPOSITION
Beclometasone Pres urrised Inhalation BP 50 mcg
Each actusfondelivers:

Beclometasone D e Anhydrous EF 50 pg
Emancl 1 4.0%wiw (20%vv) (8050 mag)
Beclometasone Pres urrised inhalation BP 200 meg
Each actuatondelivers:

Beclometasone D 18 Anhydrous EF 200 pg
Efancl 1 4.0%wiw(20%vv) (8050 mag)
DESCRIPTION

o

prowided with actuator suitable for oral inhalason, when actusted a
metered spray isproduced.

patients are asymptomatic. When pafients’ symptoms remain
safisfactorily controlled the dose of Ibicar can be gradually reduced to
the minimum effective dose to maintain control. Doses of BDP can be
titmted up or down by switching between Ibicar 50 and Ibicar 100 as.
required.

Transterring Patients from a CFC-BDP Inhlare to bicar:

Step 1 - Consider e dose of CFC-BDP appropriae o the patients’
::unsmmﬁvm

mayrequire ani CFC-BDPand
this increased dose should be considered in transfering patients to
Ibicar.

Step 2 - Convert the appropriate CFC-BDP dose 1o the bicar dose
acooding o thetabie beiow:

Daily Dase of Beclomethasane Dipropionate (ug)
cFC—BDP|2m-m |m5w|m7so|muxx+m|&m‘ 1600

frc-eop| 100 [iso]
SPECIAL PATIENT GROUPS

[(o00 [ a0 [ s [=0

Nospacial dosage recommendations are made.

Bevere asthma exacerbations should be ma naged in the usual way.
Subsequently, it may be necessary i inrease the dase of
Beclometsone inhaler up to the maximum daily dose. Systemic
steroid restment may be needed andior an antibiotic, if there is an
infection.

Patients should be advised o seek medical attention for review of
maintenance Beclometasone inhaler therapy if peak flow falls,
sympioms worsen or if fhe shorkading bronchodilator becomes
less effective and increased inhalations are required. This may
indicate worsening asthma.

Patients who have recsived sysismic steroids for lang periods of
fime or at high doses, or both, need special care and subsequent
management when being translerred to inhaled steroid therapy.
Patients shoukd have sable astima before being given inhaled
m in addition to the usual meintenance dose of systemic
, starting
H:un seven days after the introduction of hclcnlm inhaler
therapy. For daily oral doses of predniscione of 10mg or less, dose
reduction in 1mg steps, at inlervals of not less than one week is
recommended. For patients on daily maintenance doses of oral
predniscions grester than 10mg, lamer weskly reductions in the
dose might be acoeptable. The dose reducion scneme snoukd be
chosen ! ith the itude ofthe:

steroid dose.

Patients Corti o " ) )
DOS AGE FORM ) Most patients can be successhully transiened 1o inhaled sieroids
InhalzionAerosal Forpatent o e e e with maintenance of good respiratory function, but specal cre is
PHARMACOLOGY they continue to use a bronchodilsior when testment with |bicar ':;:‘m far “::";'B::“;I“c'[":ﬂ;":' the "mhn:b(s'ul;f:rfr
Pharmac odynamics vommenoes. Amy Wproement in respiratory kmotion & usually recavered 1o enable e patient 10cope with stressful emergencies

Beclmetasone dipropionate s & synthetic glucocorticoid.

Glucocortcoids have muttiple ant-inflammatory efiects inhibiting

both inflammatory cells and release of inflammatory mediators. It is

presumed that these anti-nflammatory actions play &n imporiant
in

apparent in 1 1o 4 wesks. Some of the patients who do not respond
duringthis pariod mey haveexcessive mucus in their bronchi so thatthe
drug is unable to penetrate to its sie of adtion. A short course of

relatively
d other i ‘changes i the lungs. Continuation of

roie in the efficacy of
Aymploms snd impecying kg finchon in autina, though the
e lungs is
o 1 hyddysad via sssf.sa enzymes to the active
metaboiite, Beclometzsone-17-monopropionate (B-17-MP) which
probably acts topically at the siie of deposition in the bronchisl tree

treatment with Ibicar usually maintainsthe improvement achieved with

the oral siercid whie it is being withdrawn gradually. Exacerbation of

astima caused by inection is usualy controlled by eppropriste

antibiotic treatmentand, f necessary, by increasing the dose of Ibicar.

Hamever, nmnyha mzxassmyngmansmn imensive course of
dura tk ithe stress.

after inhalation. Inhaled at doses
& 1o oral

thersby
minimizing systemic side effects, induding pituttary - adrenal

lemdd netics

Patients

As recovery fom impaired adrenocortical function, caused by
prolonged systemic steroid herapy is slow, adrenocorical function
should be montored regularly. The patients astma shoud be in &
ids in addition 1o he usual

via inhalation,
nyamrped in e lungs to he actve metaboiite, B-17-MP prior ®
during its

mainenancedose of systemic steroid.
of systemic stercids should be gradusl, dharting about

systemic drculation and is further
thiough the Iher. When adminitered orally in healty m.nJe
e bevainiin of ' nea

negligivle, but presystemic comersion 10 B-17-MP restited in pi=s

of the dose being availsble as B-17- MP.The peak serum

concentration for sl Be cometasane (BOH) and votal BDH[mIo'
OH and b

such 5 trauma, surgery or serious infections. Patents should,
therefore, carry, toindicate e possible need
10 re-instate systemic seroid therapy rapidly duringperiods of stress.
or where aivays obstrudtion or mucus significantly compromises
the inhaledroute of sdninitraion. Inad iion, t may be advisable 1

tmhlets o use in
fhese droumstances. The m uf inhaled stercids should be
noreased at s me and then gradually redueed to the

level afier
As tecovery fom impaired aaemmi fundion, caused by
d therapy s siow, I undtion
shoutdbe monitored reguizry.
Patents should be advised that hey may feel unwell in a non
specific way during systemic steroid withdrawal despite
maintenance of, or even improved respirafory function. Pafients
should be advised to persevere with heir inhaled product and 1o
continue withdrawsl of systemic steroids, even if fesling umell,
HPA

afier the Ibicar therapy. For daily oral dos:
of prednisolone of 10mg or less, dose redudtion in 1 mg steps at
intervals of not less fhan one week is recommended. The dose
reduction scheme shoukdbe chosen

D of systemic steroids may also cause exacerbation
of allergic diseases such as stopic eczema and rhinitis. These
should be treated as required with topical therapy, including

themaintenance systemic steroid doss.

any beck

C)H)nﬁslanqka.m\d
multiple doses isachieved after 30 minutes. The mean values ofthe
peak serum concentrations fter multiple dosing of 100 ug, 200 ug

hes and pains, tiredness and
even i e i or

Bedometasone dipropionate, lke other inhaled semids, i
shsobed into the systemic circulation from the lungs.
i and is

may exert

even improvementof respiratory fundtion. Th
should be trested symptomstically and te patient should be

for 14 o

10 persevers with e inhaler and withdrawal of systemic

of adrenal function. Within the dose range
100800 micrograms daily, dlinical Studies witi Bedometasane
inhaler have demonstrated mean values for adrenal functon and

efiocts

The tissue distrbution at sieady sl for Beclometasons sierids. However, if there it the normal range. However, systemic

dipropionaie is moderate (20L), but more extensive for B-17-MP maybe necessaryto Teament of inhaled conmm may coix particularly &t high doses
(424L). Plasma protein binding is moderately high (87%%). Most patients can be successtully ransferred 1o inhaled steroids with much less likely
Bedometasone dipropionate is clesred 1ery rapidy fom the funation, is necessary o mnhnn “with oral mmsluda Posstle systemic efiects
systemic circulafion, owing to extensive firspass metabolisn for the first months afier he tanster untl he alamio-phutary- include adrenal suppression, grow refardation in children and

.The
main product of m suixium the actve metsboite (B-17- MP)
Minorinadth 21 (B
21-MP} and Beclometssone (BOH) are slso formed, but these
cemrhne Imlet:qssmicm:peoure

and B-17-MP are
chnmusnzed by high plasma clearance (150 and 120 L), with
sponding teminal eliminafion haltives of 0.5 hours and 2.7

adrenal{HPA} system has suffidenty recoveredia anable the patientto
ncpemm Emergencis such a5 TEUMS, SUrGery Of Sever infectons. it

adolescents, decresse in bone mineral densty, catract and
glsucoma. 1 s imponant, therefors, that the dose of inhaled
id istirated 1o the lowest dose atwhich effective control

with asupply of idto
use in such emergencies. The dose of inhaled steroids should be
increased at s time and then gradually reduced tothe maintenance
level after
Decon

allergic
1 as atopic eczema and rhinitis previously controlied by

core:
hours. Following oral adm of
dipropion ate, approxmately 50% of the dose was excreted in the

b systemic drug. These should be irested sympiomatically with

ofasthma is maintained
It is recommended that the height of children receiving prolanged
treatment with inhaled corcosteroids is regularly monitored. If
grow is slowed, herapy should be reviewed wit the aim of
reduging e dose of in haled corticosteroid, ifpossible, o the lowest
dose &t which eflective contral of astma is maintained. In addiion,

faeces within 96 hours. Between 10- 15% of topicalherapy. consideration should be given to refeming the pstientto 2 pasdiatric
dose is @xcreted 85 both e a3 conjugated mataboltes of tha CONTRAINDICATIONS respiratory spedifist.
rug. ; — ; Proknged treatment with high doses of inhaled corficosteroids,
INDICATIONS nraler " ‘"pﬁm:"rz,’";“m paricularly higher fan the recommended doses, may result in
N ) et cicaly sgnifoant acrensl supprsssion. Addiions syatemio
Beclometasone Inhaler is indcated in e Cower shonsh be con iaree] uring periods of stross
management of asthma. WARNINGS AND PRECAUTIONS arelective surgery.
DOSAGE AND ADMINISTRATION Tobe efiective, Bedometasone inhaler must be used by patients on & Like other corticosteroids, caution is necessary in patients with

Beclometasone Inhaler is for oral inhalation useonly.
The recommended tofal daily dose of Ibicar is lower than that for
current CFC-BDP products and should be adjusted to fhe individual
patent.

Starting and Maintenance Dose:

The recommen ded dose of Ibicar inadults is asfollows:

For mikito moderate asthme: S0pg o 200g twice daily

For moresevers asthma: doses upto4 00pg twice daily
Maximumrecommended daily dose: B00Hg

In children aged fve ye s and aver e recommended doseof icar

requiar basis, even when patients do not have aghma symptoms.
When symptoms are controlled, maintenance Bedometasane inhaler
fherapy should be reduced in @ Sepwise manner 1o the minimum
efiectve dose. Inhaled stercid treatment shoud not be stpped
sbrupty.

Patients with astima are at risk of acute attacks and should have
regular assessments of heir asthma control including pulmanary
function lests.

Beclometasone inhaler is not indicated for the immediate relief of
asthma atiacks. Patients therefore need to have relief medication
- Fp !

Bach inhaler is not indicated in fhe management of status

is 50pg twice daily. Ibicarmustbe usedana regul when

asthmaticus.

active or lstent puimona ry uberculosis.

Drug Interactions
Signifcant crug & ons have been

Pregnancyand Lactation
Bedometasone inhaler

There is ofthis produa and lactation in
humans, therefors the product shoukd anly be usedif the expeced
benefits 1o the mother are thought 1o outweigh any potential risk 10
the foetus orneonate.

Bedometasone

There is inadequate eoidance of safety in human pregnancy. n
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animals, systemic administration of relatively high d

sbnomelities of foetal development including growth retardat
and cleft palste. There may ferefore be a very small risk of such
effiects in the human fets. However, inhalaon of beclometasone
dipropionate into the lungs avoids e high level of exposure that
oCoUrs with adminisation bysysvame routes.

Theuse of in requires that
e possible benefts of the drug be weighed ageinat e possible
hazards. The drug has been in widespread use for meny years
without apparent ll conseguence.

It is probable that bedometasone dipragionate is excreted in milk
Howerer, given fherelatvelylow doses used by the inhala son route,
e levels areliksly 10 be low. In mothers breast feeding their baby
fhe therapeutic benfits of fhe drug shoukl be weighed against the
potential haza rds to mother andbaby.

UNDESIRABLEEFFECTS

Adverse events are listed below by system cass and frequency.
Frequencies are defined as: very common 2 (1/10), common (2
1/100 and <1/10), uncommon (2 1/1,000 and <1100), rare

PACKAGING INFORMATION
ressurised Inhalafion BP 500200 pgactuation,
200MD
SHELFLIFE
Z4months

Ibicar 50: MAL Mo MAL1E0 15035A2Z
Ibicar 200: MALNo. MAL18015036AZ
DateofRevision : 1 October 2018

INSTRUCTIONS FOR PATIENT
FOR USING THE INHALER WITHOUT SPACER

1/10,000 < 1/1,000) very rare (= 1/10,000) and not known
estimatad fom availabie dat)

System Organ Class | Adverse Event Frequency

Infections & Infestations | Candidiasis of he |[Very Comman
mouth and throat.

Disorders reactions with the

Rashes, urficaria, Uncommon
prurtis, eryhems and
brising

Oedems of the eyes, |Very Rare
tace, lips and throat

Fespiratory symptoms |Very Rare
I andior
bronchospasm)

Anaphylactoid’ [Very Rare
ic reactions

Endocring Disorders | Cushing's syndrome, |Very Rare
Cushingoid features,
adrenal suppression,
growth reterdaton in
children and
adolescents, decrease
in bonemine ral density)
cataradt, glaucoma

Psychiaic Disorders | Psychomator Uninown
hyperactivity, sleep
disorders, anxty,
depression,
aggression,
behavioural changes
{predominantly in
children)

Respiratory, Thoracic | Hoarsenessithroat  [Gomman
& irmitation

Disarders Paradaical [Very Rare

bronchospasm

As with other inhalation therapy, paradoxical bronchospasm may
ocour with an immediate increase in wheezing after dosing. This
should be tieated immedistely with 2 fastactng innaled
dil. Dij should be
discontinuied immedistely, the patient assessed and, ff necessary,
altemative therapy instituted
Candidiasis of fhe mouth and fwroat (frush) eccursin somepatienss
especially at higher dose. It may be recommended 1o rinse he

inhalerwel i huse.
Testing yourinhaler:
Ifyou are using the inh aler forthe first ime or if fhe inhaler has not been
used for a minimum of two days, “est spray’ fa inhaler. Spray the
inhaler dtimesintothe sir. (seepic no. 1)

Remove the cap from the mouts : the strap on tha cap will stay
attachedto the actustor. If the strap is removed fom he actustor, the
mouthpiece should be inspected for the presence of foreign cbjedts
bafora eachuse. Make sure the canister is fully and firmiy insertedinto
the actustor. (seepicno. 2)

Hold theinhaler upright with your thumban the base . Placeeifer ons or
twao fingers on the top of the canister. Breate out fully Trough your
mouth expalling a5 much air from your lungs as possible. Thereafter,
place fhe mouthpiecs of the inhaler in your mouth betwesn your testh.
{see picno. 3}

Close your| rd it {don ot bite 1) tiltyour
Start breathing in slowty through your mouth. As you bresthe in sieadity

mouth with water after inhalaton

candidiasis can batreated with topical anti-fungal fherapy.
Inhaled corficosteroids may have some systemic efiects,
pammlanya' nigh doses prescrbed for projonged periods. Thess

growt
adnlsscsms dsemase in bone mineral density baamg ©

, cataract and gk nd bruising of fhe skin,
lower respiraiory tract infections, including preumonia, in oker
pa (COFD).

OVERDOSAGE

Acute overdosage is unlikely to cause problems. The only harmful
effiect fatfollows inhalation oflarge amounts of the drug overa short
fime period is suppression of HPA funcion. Specific emergency
action need not be taken. Treatment with Beclometasone inhaler
should be continuad at the recommended dose to control the
‘astima; HPA function recovers ina day ortwo.

K taken over
2 proiongedperds degree af atrophy of the adrenal corex: could
‘ocour in addition toHPA Inthis event

be treated as steroid dependent and transferred 1o & suliable
mainenancedase of a systemic steroid such as prednisolons. Once
e condifon is swhilised, the patient should be rewmed ©
Beclometasone inhaler

STORAGE AND HANDLING INSTRUCTIONS
Storebelow 30°C. Donotfieeze.

(s pienc.4)

Flameare e inheder ey mcash arud ek e b 18 seconds or
for aslong as . (seapicno.5)

e
I

Note:
Rinse your mouth or gargle with water afier inhaling each dase. This is
likely 10 reduce the sorenessthat may be caused bythe drug . If another
doseis required wait for at leastone minute and repeat steps 2 firough
5 for each inhalation prescribed by your Physician. Afer use, replace
the mouthpiece cover. (see pic no &)

;‘?\6\

Practioe infront ofthe mirror for the first few imes. Ifyou see 'misf
coming from top of the inhaler or sides of fhe mouth, this indicates
failure of technique. Start againfrom Siep 2. {see picno. 7)

ForChildren:
Children should use e inhaler under adult supervision, as
insTucsed bythe P hysician. (see picno. 8)

Cleansing:

Clean e inhaleratleastoncea day.

1. pull the outafthe plas: e inhaler
Femove e mouthpiecs cover.

2. Rinse the plastc body and fie mouthpiece cover in warm /

nunningwater.
Dry fhoroughly. Avoid excess heat.
andthe
Stonethe spacarty hygienically
Discand thecaniswrafierusing telabeled number of inhalagon

L
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Product Registration Holder
Glenmark Pharmaceuticals (Malaysiz)
Sdn Bhd (560397-W)

D-31-02, Menara Suezcap 1,

No. 2, Jalan Kerinch,

58200 Kuala Lumpur, Malaysia

Manufactmed in India by

€ Glenmark rrarmaceuncas ur.
Uit 1), Village Kishanpura,
Baddi-Nalagarh Road, Tehsil Baddi,
Distt. Salan (H.P) 173 205.
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