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(DEXTROSE-dextrose | Pregnancy
monohydrate injection, | Animal reproduction studies have not been conducted with 5% Dextrose

Baxter Healthcare Injection, USP. It is also not known whether Dextrose Injection, USP can

Corporation, cause fetal harm when administered to a pregnant woman or can affect

20182 H) reproduction capacity. Dextrose Injection, USP should be given to a
pregnant woman only if clearly needed.

JeE D SPC 4.6 Fertility, pregnancy and lactation

[Glucose 5% When a medicinal product is added, the nature of the drug and its use

Intravenous Infusion during pregnancy and lactation have to be considered separately.

BP: Baxter Healthcare | Intrapartum maternal intravenous glucose infusion may result in foetal

Ltd, 2018 4% 9 H] insulin production, with an associated risk of foetal hyperglycaemia and
metabolic acidosis as well as rebound hypoglycaemia in the neonate.

[Glucose Intravenous Pregnancy

Infusion BP 20%: Glucose solution can be used during pregnancy. However, caution should be

Baxter Healthcare exercised when glucose solution is used intrapartum.

Ltd, 2016 4 5 A] Fertility

There are no adequate data of the effect of Glucose 5% on fertility.
However, no effect on fertility is expected.

Lactation

There are no adequate data of using Glucose solution during lactation.
However, no effect on lactation is expected. Glucose 5% can be used during
lactation.

AT 5, A EOEE] id, EmicBd 2Rl an,
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(DEXTROSE-dextrose | Pediatric Use
monohydrate injection, | Dextrose is safe and effective for the stated indications in pediatric patients

Baxter Healthcare (see INDICATIONS AND USAGE). As reported in the literature, the
Corporation, dosage selection and constant infusion rate of intravenous dextrose must be
2018 /-2 H) selected with caution in pediatric patients, particularly neonates and low

birth weight infants, because of the increased risk of hyperglycemia/
hypoglycemia. Frequent monitoring of serum glucose concentrations is
required when dextrose is prescribed to pediatric patients, particularly

neonates and low birth weight infants.
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[Glucose 5%
Intravenous Infusion
BP: Baxter Healthcare
Ltd, 2018 4= 9 H]

[Glucose Intravenous
Infusion BP 20%:
Baxter Healthcare
Ltd, 2016 4 5 H]

4.4 Special warnings and precautions for use

Paediatric population

The infusion rate and volume depends on the age, weight, clinical and
metabolic conditions of the patient, concomitant therapy, and should be
determined by a consulting physician experienced in paediatric intravenous
fluid therapy.

In order to avoid potentially fatal over infusion of intravenous fluids to the
neonate, special attention needs to be paid to the method of administration.
When using a syringe pump to administer intravenous fluids or medicines
to neonates, a bag of fluid should not be left connected to the syringe.
When using an infusion pump all clamps on the intravenous
administration set must be closed before removing the administration set
from the pump or switching the pump off. This is required regardless of
whether the administration set has an anti free flow device.

The intravenous infusion device and administration equipment must be
frequently monitored.

Paediatric glycaemia-related issues

Newborns — especially those born premature and with low birth weight are
at increased risk of developing hypoor hyperglycaemia and therefore need
close monitoring during treatment with intravenous glucose solutions to
ensure adequate glycaemic control in order to avoid potential long term
adverse effects. Hypoglycaemia in the newborn can cause prolonged
seizures, coma and cerebral injury. Hyperglycaemia has been associated
with intraventricular haemorrhage, late onset bacterial and fungal
infection, retinopathy of prematurity, necrotizing enterocolitis,
bronchopulmonary dysplasia, prolonged length of hospital stay, and death.

Paediatric hyponatraemiarelated issues

+ Children (including neonates and older children) are at increased risk of
developing hypoosmotic hyponatraemia as well as for developing
hyponatraemic encephalopathy.

+ Plasma electrolyte concentrations should be closely monitored in the
paediatric population.

+ Rapid correction of hypoosmotic hyponatraemia is potentially dangerous
(risk of serious neurologic complications).

+ Dosage, rate, and duration of administration should be determined by a
physician experienced in paediatric intravenous fluid therapy.
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