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KRIE DA SCE* WARNINGS

Usage in Pregnancy

Rodents given 2 to 20 times the usual maximum human dose of haloperidol
by oral or parenteral routes showed an increase in incidence of resorption,
reduced fertility, delayed delivery and pup mortality. No teratogenic effect has
been reported in rats, rabbits or dogs at dosages within this range, but cleft
palate has been observed in mice given 15 times the usual maximum human
dose. Cleft palate in mice appears to be a nonspecific response to stress or
nutritional imbalance as well as to a variety of drugs, and there is no evidence
to relate this phenomenon to predictable human risk for most of these agents.
There are no well controlled studies with HALDOL (haloperidol) in pregnant
women. There are reports, however, of cases of limb malformations observed
following maternal use of HALDOL along with other drugs which have
suspected teratogenic potential during the first trimester of pregnancy.
Causal relationships were not established in these cases. Since such
experience does not exclude the possibility of fetal damage due to HALDOL,
this drug should be used during pregnancy or in women likely to become
pregnant only if the benefit clearly justifies a potential risk to the fetus.
Infants should not be nursed during drug treatment.

Non-Teratogenic Effects

Neonates exposed to antipsychotic drugs (including haloperidol) during the
third trimester of pregnancy are at risk for extrapyramidal and/or withdrawal
symptoms following delivery. There have been reports of agitation,
hypertonia, hypotonia, tremor, somnolence, respiratory distress, and feeding
disorder in these neonates. These complications have varied in severity; while
in some cases symptoms have been self-limited, in other cases neonates have
required intensive care unit support and prolonged hospitalization.
HALDOL should be used during pregnancy only if the potential benefit
justifies the potential risk to the fetus.

Nursing Mothers
Since haloperidol is excreted in human breast milk, infants should not be
nursed during drug treatment with haloperidol.
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He[E D SPC*?

4 Clinical particulars
4.6 Fertility, pregnancy and lactation

Pregnancy
A moderate amount of data on pregnant women (more than 400 pregnancy

outcomes) indicate no malformative or foeto/ neonatal toxicity of haloperidol.
However, there have been isolated case reports of birth defects following foetal
exposure to haloperidol, mostly in combination with other medicinal products.
Animal studies have shown reproductive toxicity (see section 5.3). As a
precautionary measure, it is preferable to avoid the use of haloperidol during
pregnancy.

Newborn infants exposed to antipsychotics (including haloperidol) during the
third trimester of pregnancy are at risk of adverse reactions including
extrapyramidal and/or withdrawal symptoms that may vary in severity and
duration following delivery. There have been reports of agitation, hypertonia,
hypotonia, tremor, somnolence, respiratory distress, or feeding disorder.
Consequently, it is recommended that newborn infants be monitored carefully.

Breast-feeding
Haloperidol is excreted in human milk. Small amounts of haloperidol have

been detected in plasma and urine of breast-fed newborns of mothers treated
with haloperidol. There is insufficient information on the effects of haloperidol
in breast-fed infants. A decision must be made whether to discontinue
breastfeeding or to discontinue haloperidol therapy taking into account the
benefit of breastfeeding for the child and the benefit of therapy for the woman.

Fertility

Haloperidol elevates prolactin level. Hyperprolactinaemia may suppress
hypothalamic GnRH, resulting in reduced pituitary gonadotropin secretion.
This may inhibit reproductive function by impairing gonadal steroidogenesis
in both female and male patients (see section 4.4).

% 1. DailyMed [HALDOL- haloperidol injection (Janssen Pharmaceuticals, Inc.), 2019 45 7 H 5T
(https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=27cfe684-7d11-4f37-9c8b—
b2bdd6b5348e) (2020 44 7] 156 HT 7 A)] LD

% 2.eMC [Haloperidol Injection BP 5mg/ml (Mercury Pharma International Ltd) , 2017 4F 9 H 3T
(https://www.medicines.org.uk/emc/product/514/smpe) (2020 4F 4 4 15 HT7 7 A)1 LY

|
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(An Australian categorisation of risk of drug use in pregnancy)

C (2019%11H) *3

% 3. Prescribing medicines in pregnancy database(Australian Government) (https:/www.tga.gov.au/
hp/medicines-pregnancy.htm) (202044 A 15 H7 7 A) LV

B OB

F—=ALZVT7DOHH : C

Drugs which owing to their pharmacological effects, have
caused or may be suspected of causing, harmful effects on the
human fetus or neonate without causing malformations. These
effects may be reversible. Accompanying texts should be
consulted for further details.

(2) /INRA~DOE G T 5 1
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AT SCER L OEEO SPC &3R5,
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FICOAXFR TR DLTNEORENDH D, ]
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KE OUAF SE PRECAUTIONS(#k#%)
Pediatric use
Safety and effectiveness in pediatric patients have not been established.

DOSAGE AND ADMINISTRATION (5 #%)
Controlled trials to establish the safety and effectiveness of intramuscular
administration in children have not been conducted.

H[E D SPC*? 4.2 Posology and method of administration (%)
Paediatric population
Haloperidol injection is not recommended for use in children.

% 1. DailyMed [HALDOL- haloperidol injection (Janssen Pharmaceuticals, Inc.), 2019 4F 7 H 5T
(https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=27cfe684-7d11-4f37-9c8b—
b2bdd6b5348e) (2020 44 7 156 HT 7 A)1 LD

% 2.eMC [Haloperidol Injection BP 5mg/ml (Mercury Pharma International Ltd) , 2017 4F 9 H 3T
(https://www.medicines.org.uk/emc/product/514/smpc) (20204F 4 4 15 HT7 7 A)| LY
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