HOSOLVON TABLET 8 mg (GREEN)

DESCRIPTION
Round, green uncoated tablel, shallow corwex faces, "HD*
embossed and scored on the same face.

COMPOSITION
Bromhexine hydrochloride 8 mghablat.

PHARMACODYNAMICS

Brumhuxlna as an expactorant/mucolytic agent. Thn drug ls a
ivative (2 3. 5dib

N-mwthylbenzylamine hydrochioride) and also a darivalma of

vaslcing and adhatodic acid, alkakids obtained from the

plart Adhatoda vasica.

Following oral admdnlstration, bromhexine has Increased
sputum volume and reduced the viscosity of bronchial
secrefions In chranic brenchitls patisnts. The drug hes bean
reporied to Induce hydrolylic depolymstization of mucoprotein
fibers and stimulate activity of the clialed epithelium. An
increass in lysosomal activity faciltated by bromhexing has

bean postul Imp ints I pul y function In
bronchile patients appear uuund-ryto aasier axpaciomlhn
An effact of bromhexine on | ing sputum ations

g
of varlous antibiotics (eg,oxy ycline, eryth
ampicilln, ampxicilin) has also baen reported. Howaver,
someod these effects {exocrine stimulation, increased sputum
concahiralions) have not besn confirmed in some studies.

It has been suggestad that a metabolite of bromhexine,
ambroxel, may contributs o enhanced secrstlon from
axocring glands during bromhexdns administration.

PHARMACOKINETICS

Abgorption

Oral, well absorbed.

Rapidly absorbad from the g Intastingl tract.

Peak plasma concentrations cceur after about 1 hour
following oral administration.

Metabolism

Bromhexl d first-pass t ism In
the liver: Ambroxol s a metabolite of bromhexins.
Distribution

Itis widely distributed to body tissuss.

Bromhexine Is highly bound to plasma proteing.

Bromhexing crosses the blood-brain barrder gnd small
amounts crogs the placenta.

Exctretion

Bromhexine |s excreted primarily In the urine as metabolites.
Only smell amounts appear as unchanged drug.
- About 85 to 90% of a dose Is axcreted in the urne malnly as
meiabalites.

Approximately 70% of an oral doss of bromhexine hag been
recovared [n the urine within 24 hours.

Other excrgtion: fasces, 4%

Elimination Halt-lite

It has a terminal alimination half-ife of 13 1o 40 hours.

INDICATION

Secratolytic therapy in acute and chronle bronchepuimanary
diseases associated with abnormal mucus secretion and
Impaired mucus tranaport.

DOSAGE AND ADMINISTRATION
Oral,
Adulis : Orally, 1o 2 tzblets 3 imes dally.

Children & - 12 ypars - Oradly, 1/2 tablel 3 times dafly.

CONTRAINDICATIONS
Hyparsansitivity Y% bromhaxina or other componanta of the
formulation.

VIHOSXX-M3

WARNIHGS AND PRECAUTIONS
Patlants being treated with bromhesdne should be notified
of an expected ircreasa in the flow of secrations,

+  The use of Bramhexing without medical supanvision ig not
Intonded in patients who suler from such condition
chrenically,

+ Medical advice should be sought if the symptoms Jast
longer than 14 days andior if the symptoms increase in
spite of trsatment with bromhendine.

* Since mucolylics may disrupt the gastric mucosal barrier
bromhexine should be used with care In patients with a

. histary of peptic ulesr dissase (gastric ulcer).

= Caro Iy algo advizable In asthmatic patlents,

* Clearance of romhendne or its metabolitas may be reduced
in patients with savere hepatic or renal impairmant,

. Bromhexine may Increase the amount of antidietic
penetration. Anlibiotics are medicines used to treat
infections.

INTERACTIONS WITH OTHER MEDICAMENTS

Bromhaxing may Increase the concetiration of concurrantly
administered antiblotics In bronchial sectetions, No clinlcally
telovant Interactions with othor medications have beeh raported.

PREGMNANCY AND LACTATION

Pragnancy

There is no data on the use of bromhexine In pregnant
women. The effects, if any, on the developing fetus arg
unlnown, Until more information ls avallable, bromhexine
should only be used during pregnancy H the maternal
condition Justifies the potential risk to the fetus.

Lactation

Avallabla evidence and/or expert consensus is inconclusive
o is inadequate for determining infant risk when used during
breastieading. Walgh the potential bensfits of drug treatment
against polential risks befora prescriving this drug during
breastiesding. .

ADVERSE EFFECTS

Dermatologlc Effects: Sidn rash, urticara.
Gastrointestinal Effocts: Nauses, epigastric pain, vomiting,
and diarhoea.

Hspatic Effects: Translont alsvations in serum
aminotransterase levals.

Newrologic Etfecta (Cantral nervous system): Dizziness
and headache

Aenal Effects: Noctumnal enuresis

Others:

+  anaphylaxa.

«  bronchospasm; difficulty in brsathing.

= angigedema; swelling of tha facs, lips, mouth, tongue or
throat which may cause difficulty swallowing or breathing.

OVERDOSE AND TREATMENT

No symptoms of overdosage have been raported Iﬂ man to
date. i they occcur, supportive ang symp

should ba provided.

1
Note: The information glven hare is limiled. For further
consult your dector or phammacist.
Storage:
Stors below 30°C. Protect from light and moisture,
Presantation/Packing:
Teblat 8 mg x 100's, 1000's, biister of 3 x 108, 10 x 10's.

Product reglstration holder: HOVID Bhd.

* 121, Jalan Tunlas Abdul Rabman,

30010 Ipoh, Malaysia.
Manufactured by: HOVID Bhd.

Lot 58442, 7 'z Miles, Jalan Ipoh/Chemor,
31200 Chemor, Malaysla.

Information date: Novamber 2013
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