VENTOLIN™ SYRUP
Salbutamol

QUALITATIVE AND QUANTITATIVE COMPOSITION
VENTOLIN Syrup contains 2mg salbutamol BP, as sulphate, in each 5mi of syrup.

PHARMACEUTICAL FORM
Syrup.

CLINICAL PARTICULARS
Indic:

Symptomatic treatment of asthma and other reversible obstructive pulmonary diseases in children
and bables.

Note : the administration of salbutamol in syrup form must be envisaged only in situations where
another bronchodiator-based medicinal product appropriate to the clinical situation cannot be uss
This medicinal product should ot be used to treat an asthma attack. In the event of an attack,
depending on the gravity, an inhaled or in 9 must be used.
Dosage and Administration

Posology

One 2.5 m measuring spoon of syrup contains 1mg of salbutamol

One 5 ml measuring spoon contains 2 mg of salbutamol.

« Children
The daily dose for babies and children will not usually exceed: 0.20 to 0.30 mg/kg/day.
i.e. as a guide:

from 1 month - 2 years: 2.5 mi (1 millgram salbutamol) 2 to 3 times daily.

2-6 years 2.5-5mi of syrup (1-2 milligram salbutamol) three or four times daily.
6-12 years 5ml to 10 ml (2-4 miligram salbutamol) three or four times daily.
Method of administration

Oral

Contraindications
VENTOLIN Syrup is contraindicated in patients with a history of hypersensitiity to any of its

components.
Although intravenous VENTOLIN and occasionally VENTOLIN tablets and’ VENTOUN suppositories
are used in the management of premature labour, uncomplicated by conditions such as placenta

praevla,anie-partum Haemontiage o toxsemia ofpreghancy, VENTOLIN eressriations sould not
be used for threatened abortior
Warnings and Precaution:

‘e management of asthma should normally follow a stepwise programme, and patient response

control is potentially life threatening and consideration should be given to starting or increasing
corticosteroid therapy. In patients considered at risk, daily peak flow monitoring may be instituted.
Patients should be warned that if either the usual relief is diminished or the usual duration of action
reduced, they should not increase the dose or its frequency of administration, but should seek
medical advice,

VENTOLIN should be administered cautiously to patients with thyrotoxicosis.

Potentlly serous ypoelseia mey restlt tom 2 egorist theraoy mlny from parentoal and

eballd ackniriiraton, Percidar oo s eihise] n e seers anfvve an i efect inay
potentited by concomitan reatment with xanthine drivaties, sterods, dhretos and by s dog
e Tocormmended ot somim potassium levels are monitored in such situatio

In common with other p-adrenoceptor agonists, VENTOLIN can induce reversible metabolic

chergse, for exanple ncreased blood smiger. levels. The clabetc,patlert nes be unable to
mpensate for this and the development of ketacidosis has been reported. Goncurrent

cemniaton of corcomeraid can exaggerate this effect.

Long term treatment with VENTOLIN Syrup (Sugar-containing formulation) increases the risk of

dental caries. It is important that adequate dental hygiene is maintained.

Interactions
VENTOLIN end non-ssiectve f-blocking cigs, sih a8 propranoc, shotid ot uaually be
prescribed together

UENTOUN o ot contexoste ¥ et APdir ASatooE Wil Fiofioasoie oXdess BB
(MAOIS).

Pregnancy and Lactation

Administration of drugs during pregnancy should only be considered if the expected benefit to the

‘mother is greater than any possible risk to the foetus.

During woridwide marketing experience, rare cases of various congenital anomalies, including cleft

palate and limb defects have been reported in the offspring of patients being treated with

salbutamol. Some of the mothers were taking multiple medications during their pregnancies.

Because no consistent pattem of defects can be discerned, and baseline rate for congenital

anomalies is 2-3%, a relationship with salbutamol use cannot be established.

As salbutamol is probably secreted in breast milk its use in nursing mothers is not recommended

unless the expected benefits outweigh any potential risk. It is not known whether sabutamol in

breast milk has a harmful effect on the neonate.

Adverse Reactions

Adverse events are listed below by system organ class and frequency. Frequencies are defined as:
/ery common (21/10), common (21/100 and <1/10), uncommon (21/1000 and <1/100), rare

(110,000 and <1/1000) and very rare (<1/10,000) inciuding isolated reports. Very common and

‘common events were generally determined from clinical trial data. Rare and very rare events were

generally deten m spontaneous data.

ke st dlorders
Very rar Hypersensitivity reactions including angioedema, urticaria, bronchospas,
hypotension and collapse.



Metabolism and nutrition disorders
Rare: Hypokalaemia.

Potentialy serious hypokalaemia may result from beta2 agonist therapy.
Nervous system disorders

Very common:

Tremor.
Common: Headache.
Very rare: Hyperactivity.

Cardlan il
Tachycardia, palpitations.
Gardiac arrhythmias including atrial fibrillation, supraventricular tachycardia and
extrasystoles.

Vascidax disrdéra
Peripheral vasodilatation.
e conectio

Common: Muscle cramps
Very rare: Feeling of i MO
Overdos

Symptoms and Signs
The most commor signs e symptoms of overdose with selbutaml e translent beta agorist

mediated events (see dve ns).
Hypolalarria o ccei.falowing/oveiose with VENTOLIN: Santin putass\um ‘vl Shoid be
red.

Nausea, vomiting and hyperglycaemia have been reported, predominantly in children and when
salbutamol overdose has been taken via the oral route.

Treatment

treatment and rapy
S e Selom b blocking agents in patients presenting with cardiac symptoms
(e.g. tachycardia, palpitations). Beta-blocking drugs should be used with caution in patients with a
history of bronchospasm.

PHARMACEUTICAL PARTICULARS

Saccharin sodium, Gitric acid di dinydrate, 3
Sodium benzoate, Sodium chioride, Orange flavour’, Purified water

* Gomposition of orange flavour: alpha-pinene, myrcene, limonene, decanal, linalol in solution in
propylene glycol and isopropyl alcohol.

Incompatibilities

Dilution of VENTOLIN Syrup with Syrup BP or Sorbitol solution is not recommended as this may
resultin precipitation of the cellulose thickening agent.

Shelf Life
‘The expiry date is indicated on the packaging.
Special Precautions for Storay
Puied Walar BP may ba 1564 5 diuent but the resuting mixture il Kesp ony 28 days at 30°C.
not store above 30°
Protect from light.

Instnuclions for Use/Harutiog

Dilut

\IENTOUN Syrup oy b it vt P Watng B (50% ub. The reeiting mistrn sl b
rotected from light and used within 28 d

R'50% v dilion of VENTOLIN Syrup, has been shown 1o be adequately preserved agalnst

microbial contamination. However, to avoid the possibility of introducing excessive microbial

contamination, the Purified Water used for dilution should be recently prepared or alternatively it

should be boiled and cooled immediately before use.

Admixture of VENTOLIN Syrup with other liquid preparation is not recommended.

Manufactured by:

Farmaclair,

Herouille-Saint-Clair, France

VENTOLIN s a trademark of the GlaxoSmithKline group of companies.
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THIS IS A MEDICAMENT

Medicament is a product which affects your health and its consumption contrary to instructions
is dangerous for you.

tor' iption, use and the ph
who sold the medicament.
- The doctor and the pharmacist are the experts in mediicines, their benefits and risks.
- Do not by yourself interrupt the period of treatment prescribed.
‘same prescription
 Keep all medicaments out of the reach of chicren.
Council of Arab Health Ministers, Union of Arab Pharmacists.
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