PACKAGE INSERT

Ipradol ampoules

Manufacturer
HAFSLUND NYCOMED PHARMA AG, Linz

Composition
Ea 2 ml 5 g ] ine sulfate. 0.0400 mg sodium pyrosuiphite (equivalent to 0.027 mg SO;) in blood-isotonic

ch of
sodium-chlonde solution.

Properties and efficacy .
IPRADOL is a sympathomimetic with & nearly selective acton on fi,- adrener?emc receptors and snows a strong. long-lasting bronchodilating

effect while developing only a weak stimulating effect on B.-receptors (rise of hean rate).

Indications
imminent or acule attack of bronchial asthma, bronchitis (especially with spastic component}, chronic bronchitis due o pulmonary emohysema

bronchial spasms of various origins.

Mode of application
Lv. injection or iv. infusion

OPC ampoules
Requires no ﬂlln?‘
Instructions for the use of OPC (one-point-cut) ampoules:

" Point tip with coloured dot up!

Point tip with coloured dot upl
i ST Break off lip as shown in me figure.

i ; | Allow solution in the tip 1o run
‘ down by gently thumbing and

| shaking the ampoule.
et

Dosage . C
For maximum therapeulic effect, determine individually most effective dose. B 5
Adults:
For "ac acute asthma |llacks ln)ec( 1 lmpouia. in cases of severe dyspnoea inject 1'% to a ma)umum of 2 ampoules. In cases of status -

3 to 4 imes over a penod ol 24 hours. . e
Children: 1 — 3 times dmly -
3= "6 months 1
6 — 12 months 2y
1 — 3 years 2 — 3 ug
3 — 10 years 3— 49

The ampoule shouid be injected slowly iv. (2 minutes per ampoule}. It s possidle (a dilute the ampoule with blood-isolonic sodwm chioride of
glucose solution.
Contra-indications
Hyperseasitivity to one ol the components of IPRADOL Due tc the sulph:e contents, IPRADOL ampoules must not be adminisiered to asihina
patents suffering trom hypersanslhvuy 10 sulphite.

Hyperthy . heart lachycardiac wregulariies. myocarditis, mitral valve defects and idiopathic hypertrophic subvalvular
aoruic slenosis, severe hver or k|dney disease, nariow-ang.e ?laucoma

in cases of permanent hypertension and recenl myocardial infarction, special caution has to be laken when adminisiering PRADOL.
Pregnancy_and lactation:
Dunng ptePnancy IPRADOL should be ini only after a detailed ri i aluation, especially during the first trimenon and. due
1o its tocolytic effect, immediately before or during partunition.

No data ale available on the use of IPRADOL during lactauon.

Side effects

IPRADOL is generally well tolerated.

During treatment, restlessness, dizziness, tremor, g. ion and i
or vomiling may occur. .
Drug contains sulphite. Cenain individuals, especially asihma patients, may show hypersensilive reactions fo this component marked by:
nausea, diarrhea, laboured breathing, acute asthma atack, disturdances of consciousness or shock. These reactions develop dnﬂelenlly n

every individual and may tead 10 lite-threatening situations

in puise rate may occur. In rare cases. sickness. nausea

Inlernc(lons
receptor decrease or completely neutcalize IPRADOL's action

p-
Memylxanlhlnes like theophylline intensity IPRADOL's eftect
Th storage of g in the liver under giucocorticoids is decreased due 1o IPRADOL's glycogenolylic action.

The hypoglycaemic etfect of Dral anudiabetics is decreasec by IPRADOL.
The simultaneous use of other sympathomimetic drugs, e ¢ cenain cucubalofy and asthma medications, is nol recommended since it might lead

10 Increased eflects on the heart and to symptoms of cve‘gose
IPRADOL mus! not be administered during pregnancy in combination with érugs containing calcium or vitamin O, as well as dihydrolachysterol

or mineral corticoids.
A sensitization of the heart to sympathomimetics through administration of certain narcotics (e.g. halothane) is possible Simultaneous

admimistration may cause cardiac irregularities.

Compatibitity
Sulphite is a hl?hly reactive compeund. Therefore IPRADO. should not be mixed with other drugs. except with biood-isotonic sodwm chloride

and glucose soluiton.
Special warnings

When administering IPRADOL to diabetics, trequently check blood-sugar levels.
Note the expiry date'

Package slzes
S5x2ml 5x5x2mi(multi-pack)

Shelf ite
60 months

Storage
Protect from light!
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