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TRANDATE injection 5mg/ml

(labetalol)

Presentation
Trandate Injection: 5 ml each ining 25 mg (5 mg/ml) y ide in an colourless solution. Labetalol hydrochloride is 2-
hydroxy-5-{1-hydroxy- H‘ methyl-3-phenyl-p ] ide hydrochloride.

Uses
Indications
— Severe hyp ing severe h hyp ion of p when rapid control of blood pressure is essential.
- ia when a i is indi

ing acute i
Mode of Action: Trandate lowers blood pressure by blocking peri i ph thus reduci | resi: and by
concurrent beta-blockade, protects the heart from reflex sympathetic drive that would otharmse occur. Cardlac output is not significantly reduced at rest or
after moderate exercise. Increases in systolic blood pressure during exercise are reduced but corr ges in diastolic p are
normal. All these effects would be expected to benefit hypertensive patients.
nml £

Trandate ion is i for intr: use in itali patients. Patients should always receive the drug whilst in the supine or left lateral
position. Raising the patient into the upright position within three hours of i Trandate i ion should be avoided since excessive postural
hypotension may occur.
Adults
Bolus Injection

If it is essential to reduce the blood pressure quickly a dose of 50 mg should be given by intravenous injection (over a period of at least one minute), and if
necessary, repeated at five minute intervals until a satisfactory response occurs. The total dose should not exceed 200 mg. The maximum effect usually
occurs within 5 minutes and the duration of action is usually about 6 hours but may be as long as 18 hours.
Intravenous Infusion
A 1 mg/ml solution of Trandate should be used, i.e. the contenls of eight ampoules (200 mg) diluted to 200 ml with Sodium Chloride and Dextrose Injection
BP or 5% Dextrose Intravenous Infusion BP. Hyp fusion should be started at 20 mg/hour, then doubled every 30 minutes until a
is i or a dosage of 160 mg/hour is reached. Occas»onauy higher doses may be i following
acute myocarduai infarction-Infusion should be started at 15 mg/hour and toa of 120 mglhour dependmg on the control of
blood pressure. Hypertension due to other causes-Infuse at a rate of about 2 mg/min until a sati then stop infusion.The
eﬂectwe dose is usually 50-200 mg but larger doses may be needed, especially in patients with phaeo&mnwcytnma The rate of infusion may be
g to the at the of the ian. It is desi to monitor the blood pressure and heart rate after injection and during
infusion. In most pahents. there is a small decrease in the heart rate; severe bradycardia is unusual but may be controlled by injecting atropine 1-2 mg
intravenously. Respiratory function should be observed particularly in patients with any known impairment. Once the blood pressure has been adequately
reduced by bolus injection or infusion, maintenance therapy with Trandate Tablets should be substituted with a starting dose of 100 mg lwnue dauly
Trandate Injection has been administered to patients with P already ing other hyp: ive agents, i i g

dmgs wnhoul adverse eﬁects

Hi should be with standard agents (e.g. sodium and i with nitrous oxide and oxygen
wnh or without halothane. The recommended starting dose of Trandate Injection is 10-20 mg intravenously depsndmg on the age and condition of the
patient. Patients for whom hatthane is contra-indicated usually require a higher initial dose of Trandate (25-30 mg). If satisfactory hypotension is not
achveved after five minutes, increments of 5-10 mg should be given until the desired level of blood pressure is attained. Halothane and Trandate act

the ion should not exceed 1-1.5% as profound falls in blood pressure may be precipitated. Following
Trandate Injection the blood pressure can be quickly and easily adjusted by altering the and/or adjusting table tilt. The mean
duration of hypolensmn following 20-25 mg of Trandate is fifty minutes. Hypotensxon |nduoed by Trandale Injection lS reacllly reversed by atropine 0.6 mg
and of T ine and ium may be used when is required. IPPV may further
the i g from Trandate Injection and/or halothane.
Children
Safety and efficacy in children have not been established.
Contra-indications
Trandate Injection is contra—lndlcaled in ssoond or third degree hean block, cardiogenic shock and other conditions associated with severe and prolonged
hypotensnon or severe ly When pl low cardiac output, the use of Trandate Injection to control hypertensive
acute my ion is contra-indicated. Labetalol is contra-indicated for patients known to have hypersensitivity to the drug.

Warnings

There have been rare reports of severe hep injury with therapy. The hepatic injury is usually reversible and has occurred aﬁer both

short and long term y testing should be done at the first sign or symptom of liver If there is. Y

of liver injury or the patient is |aund|ced labetalol lherapy should be stopped and not re-started. Beta-blockers, even those with apparent cardioselectivity,

should not be used in patients with asthma or a history of obstructive airways disease unless no is available. In such cases, the risk
bre should be app and taken, If should occur after the use of Trandate Injection, it

can be treated with a bata2-agonist by mhalanon eg. “salbutamol (the dose for which may need to be greater than the usual dose in asthma) and if

necessary intravenous atropine 1 mg .

Precautions

Where cardiac reserve is poor, control wnm a cardiac glyeosada and a diuretic should be obtained prior to the cautious use of Trandate Injection. Trandate

Injection need not be d prior t but patients should receive intravenous atropine prior to i ion. Trandate may the

hypo(enslve eﬁects of halothane. During anaesthesia, Trandate may mask the compensatory physiological responses of sudden haemorrhage

iction). Close must be paid to blood loss and the blood volume maintained. Care should be taken if
labetalol is used concomitantly with either Class 1 antiarrhythmic agents or calcium antagonists of the verapamil type.
Pregnancy and Lactation

Although no teratogenic effects have been in animals, should only be used during the first tri y if the

benefit outweights the potential risk. Trandate crosses the placental barrier and the possibility of the consequences of alpha and beta-adranoceptor
blockade in the fetus and neonate should be borne in mind. Perinatal and neonatal drstress y 1, y dep
hypoglycaemia, hypothermia) has been rarely rep i these p developed a day or two after blnh ‘R to iy

(e.g. intravenous fluids and glucose) is usually pmmpt bul wm\ severe pl { y after pi reeovevy may be
slower. This may be related to di babies. Intra-uterine and neonatal deaths have been reported but other drugs
(e.g. ) and the effects of growth and p were Such clinical
experience warns against unduOy p ing high dose and ing delivery and against co-administration of hydralazine. Trandate is excreted in

breast milk: no adverse effects in breast feeding infants have been reported. Labetalol has been rarely associated with reversible hepatic and cholestatic
jaundice. Trandate therapy should be discontinued if jaundice occurs.

Side effects

Trandate In]ectlon is usually well postural h: may occur if patients are allowed to assume the upright position within three
hours of receiving Trandate Injection. Rare repons of itivity, rash, prumus and A few reports of nasal congestion. There
are rare reports of raised liver function tests, dice (both and ic), hepatitis and hepatic necrosis. The signs and symptoms are
usually reversible on withdrawal of the drug. There are rare reports of bradycardla and heart block.

Overdosage

Profound cardiovascular effects are to be e.q. and Patients should be laid
supine with the legs raised. Use a cardiac glycoslde and a dlumﬂc ln cardiac ﬁnllure for brondloepasm admlmster a beta2-agonist per aerosol

Intravenous atropine 0.25 to 3 mg should be given to relieve y ; gl initially, rep g to
may be pi to isop ine to |mprove the ci i Altemauvely, i may be mfused at a rate of 5 micrograms per minute

until the response |s satisfactory. In severe may be p an initial bolus dose of 5 to 10 mg in dextrose or saline

should be followed by an intravenous infusion of 5 mg/hour or as sufficient to maintain cardiac output. Transvenous pacing may be required. Oliguric renal

failure has been rep after of orally. In one case, the use of to i the blood pi may have

aggravated the renal failure. Haemodialysis removes less than 1% labetalol HCI from the circulation.

Phar

Potect from light. Store below 30'C

C i Injection is with the i infusion fluids: 5% Dextrose BP, 0.18% Sodium Chloride and 4% Dextrose

BP, 0.3% Potassium Chloride and 5% Dextrose BP, Compound Sodium Lactate BP. Unused admixtures should be discarded 24 hours after preparation.
Trandate injection has been shown to be incompatible with Sodium Bicarbonate Injection BP 4.2% wiv.

Pharmacokinetics

The plasma half-life of Iabetalol is about four hours. About 50% of labetalol in the blood is protein bound. Labetalol is metabolised mainly through
to inactive gl There are both in the urine and via the bile, into the faeces. Only negligible amounts of the drug

cross the blood brain barrier in animal studies.

Further Information

Trandate does not adversely affect renal function and is particularly suitable for use in hypertensive patients with renal disease. Trandate fluoresces in
alkallns solution at an exdtatlon wavelength of 334 nm and a ﬂuorescenoe wavelength of 412 nm and may therefore interfere with the assays of certain
The bolites in the urine may result in falsely elsvated levels of urinary

phrine, and il acid (VMA) when by fi or In
patients suspected of having a pheochromocyloma and being treated with labetalol HCI, a spec:ﬁc method, such as hlgh performance hquld
.chromatographic assay with solid phase extraction (eg, J Chromatogr 385:241, 1987) should be loyed in g levels of

Package quantities
5 ml ampoules, boxes of 5

Break the ampoule as below before use:

(1) Hold the ampoule with (2) Hold the ampoule with
the spot uppermost. the spot uppermost.
If any of the solution is Break the stem of the ampoule off
in the stem of the ampoule, in a downwards direction.
tap or shake it down into
the body of the ampoule.
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