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Pregnancy

Pregnancy Category C. Dexamethasone has been shown to be teratogenic in mice and rabbits following topical
ophthalmic application in multiples of the therapeutic dose. In the mouse, corticosteroids produce fetal resorptions
and a specific abnormality, cleft palate. In the rabbit, corticosteroids have produced fetal resorptions and multiple
abnormalities involving the head, ears, limbs, palate, etc. There are no adequate or well-controlled studies in pregnant
women. MAXIDEX Ointment should be used during pregnancy only if the potential benefit to the mother justifies the
potential risk to the embryo or fetus. Infants born of mothers who have received substantial doses of corticosteroids
during pregnancy should be observed carefully for signs of hypoadrenalism.

Nursing Mothers

Topically applied steroids are absorbed systemically. Therefore, because of the potential for serious adverse reactions
in nursing infants from dexamethasone sodium phosphate, a decision should be made whether to discontinue nursing

or discontinue the drug, taking into account the importance of the drug to the mother.

FDA : Pregnancy Category | C (2006 4F 12 H kzT) "

A= ANTVT K B B R L

T MAXIDEX (Dexamethasone Sodium Phosphate)

(% HOME)
FDA: Pregnancy Category
Category C: Adequate, well-controlled human studies are lacking, and animal studies have shown a risk to the fetus
or are lacking as well.
There is a chance of fetal harm if the drug is administered during pregnancy; but the potential benefits may outweigh

the potential risk.

CNRZE(ICETAREE
ATICBIABEDOY ma A THRFICHETHEEINT NEZE | OZRHFHIZLL TOLBYTHY, KE DT X
ERBIOEEO SPC SITERD,
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Pediatric Use

Safety and effectiveness in children have not been established.

T:MAXIDEX (Dexamethasone Sodium Phosphate)

F[E D SmPC (20234 9 H) *

4.2 Posology and method of administration_

Paediatric patients
The safety and efficacy of this product has not been established in children below 2 years of age.

*: MAXIDEX 0.1% w/v, eye drops, suspension
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