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Composition

Toco 6.75 Injection: Each vial of 0.9 mL solution for injection
contains Atosiban Acetate INN equivalent to 6.75 mg Atosiban.
Toco 37.5 Infusion: Each vial of 5 mL concentrate solution for
infusion contains Atosiban Acetate INN equivalent to 37.5 mg
Atosiban.

Pharmacology

Atosiban blocks the ability of the natural hormone oxytocin to
cause the uterus (womb) to contract. It can be used to decrease
the frequency and intensity of uterine contractions in pregnant
women to delay a premature birth.

Indications

Atosiban is indicated to delay imminent pre-term birth in pregnant

adult women with:

- regular uterine contractions of at least 30 seconds duration at a
rate of = 4 per 30 minutes

- a cervical dilation of 1 to 3 cm and effacement of = 50%

- a gestational age from 24 until 33 completed weeks

- anormal foetal heart rate

Dosage & Administration
Atosiban is given intravenously in three successive stages:

Atosiban dose
6.75 mg

Infusion rate
Not applicable

Step Regimen

0.9 ml intravenous bolus injection
given over 1 minute

18 mg/ hour is given for

3 hours intravenous loading infusion

24 ml/hour (300 pg/min) | 54 mg

6 mg/ hour is given for upto 45 hours

subsequent intravenous infusion 8 mi/hour (100 ug/min)

Up to 270 mg

The total duration of the treatment should be no more than 48
hours. The total dose given during a full course of Atosiban
therapy should preferably not exceed 330.75 mg of Atosiban.

Dilution of the intravenous infusion solution:

For intravenous infusion, following the bolus dose, Atosiban 37.5
mg/5 ml concentrate for solution for infusion should be diluted in
one of the following solutions:

- sodium chloride 9 mg/ml (0.9%) solution for injection

- Ringer's lactate solution

- 5% w/v glucose solution.

Contraindications

- Gestational age below 24 or over 33 completed weeks

- Premature rupture of the membranes >30 weeks of gestation
- Abnormal foetal heart rate

- Antepartum uterine haemorrhage requiring immediate delivery
- Eclampsia and severe pre-eclampsia requiring delivery

- Intrauterine foetal death

- Suspected intrauterine infection

- Placenta praevia

Atosiban

Warning & Precautions

- Delaying delivery should be balanced against the potential risk
of chorioamnionitis.

- There is no experience with Atosiban treatment in patients with
impaired function of the liver or kidneys. Renal impairment is not
likely to warrant a dose adjustment, since only a small extent of
Atosiban is excreted in the urine. In patients with impaired
hepatic function, Atosiban should be used with caution.

- There is only limited clinical experience in the use of Atosiban in
multiple pregnancies or the gestational age group between 24
and 27 weeks, because of the small number of patients treated.
The benefit of Atosiban in these subgroups is therefore
uncertain.

- Monitoring of uterine contractions and fetal heart rate during
administration of Atosiban and in case of persistent uterine
contractions should be considered.

- As an antagonist of oxytocin, Atosiban may theoretically facilitate
uterine relaxation and postpartum bleeding therefore blood loss
after delivery should be monitored.

Multiple pregnancy and medicinal products with tocolytic activity

like calcium channel blockers and beta- mimetics are known to be

associated with increased risk of pulmonary oedema. Therefore,

Atosiban should be used with caution in case of multiple

pregnancy .

Side Effects
Nausea & Vomiting, headache, feeling dizzy, hot flushes, fast
heartbeat, Low blood pressure & rash.

Pregnancy & Lactation
If you are pregnant and breast-feeding an earlier child, you should
stop breast-feeding while you are given Atosiban.

Overdose

Few cases of Atosiban overdosing were reported, they occurred
without any specific signs or symptoms. There is no known
specific treatment in case of an overdose.

Storage

Store in a refrigerator (2°C - 8°C). Once the vial has been opened,
the medicinal product must be used straight away. Keep out of the
reach of children.

Packing

Toco 6.75 Injection: Each commercial box contains one vial of
solution containing 6.75 mg Atosiban.

Toco 37.5 Infusion: Each commercial box contains one vial of
solution containing 37.5 mg Atosiban.

Manufactured By ®

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh
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