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- Induction of labour for medical reasons;

- Stimulation of labour in hypnotic uterine inertia;

- During Caesarean section following the delivery of the child;

- Prevention and treatment of postpartum uterine atony and hemorrhage.

- In early stages of pregnancy as an adjunctive therapy for the management of incomplete,
inevitable of missed abortion.
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4.2 Posology and method of administration

For patients in whom infusion of sodium chloride must be avoided, 5% dextrose sodium
solution may be used as the diluent (see section 4.4 Special warnings and precautions
for use).

44, Special warnings and precautions for use

Anaphylaxis in women with latex allergy

There have been reports of anaphylaxis following administration of oxytocin in women

with a known latex allergy. Due to the existing structural homology between oxytocin

and latex, latex allergy/intolerance may be important predisposing risk factor of

anaphylaxis following oxytocin administration.

Hakatif 3 St., Emek Hefer Industrial Park, Israel 3877701 TIP'M ,1DN PAY NI'WYN PIND L3 N'UPR aIm
3877701 T: 972-9-8844451 F: 972-9-8844919 09-8844919 DPD |  09-8844451 [ID7U | 12177 T.N
www.medi-market.co.il NIDINT INDA D' | NNPANA N | 'RIDY WA - TI'Y | NIDNN R



0D T

INIDY TI'XI mi9I1n

4.6 Fertility, pregnancy and lactation
Animal reproduction studies have not been conducted with oxytocin. The effects of
oxytocin on fertility are unknown. Based on the wide experience with this drug and its

chemical structure and pharmacological properties, it is not expected to present a risk of
fetal abnormalities when used as indicated. One study has shown that treatment of rats

with oxvytocin in early pregnancy at doses considered sufficiently in excess of the

maximum recommended human dose caused embryonic loss. No standard reproductive

performance studies with oxytocin are available.

4.9 Overdose

In cases of water intoxication, it is essential to restrict fluid intake, promote diuresis,
correct electrolyte imbalance, and control convulsions that may eventually occur by

judicious use of diazepam.
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