1526 Corticosteroids

Dexamethasone AN, vy @

Deksametasoni; Deksametazon; Deksametazonas; Desametha-
sone; Dexametason; Dexametasona; Dexametasone; Dexam-
etazon; Dexamethason; Dexaméthasone; Dexamethasonum;
9a-Fluoro- | 6a-methylprednisolone; Hexadecadrol. 9a-Fluoro-
I'1B,17a,2 | -trihydroxy- | 6a-methylpregna- | 4-diene-3,20-dione.

/eKcameTasoH

CyHygFO5 = 392.5.

CAS — 50-02-2.

ATC — AO0IAC02; CO5AA09; DO7ABI9; HO2ABO2;
ROIADO3; SOIBAOI; SO2BA06; SO3BAO |

ATC Vet — QAOIACO2; QCO5AA09; QDO7ABI9
QDO7XB05;  QDI0AAO3; QHO02AB02; QROIADO3;

QSOIBAOI; QSOICBOI; QS02BA06; QSO3BAO].

Pharmacopoeias. In Chin., Eur. (see p.vii), Int., Jpn, US, and
Viet.

Ph. Eur. 6.2 (Dexamethasone). A white or almost white, crys-
talline powder. Practically insoluble in water; sparingly soluble
in dehydrated alcohol; slightly soluble in dichloromethane. Pro-
tect from light.

USP 31 (Dexamethasone). A white to practically white, odour-
less, crystalline powder. Practically insoluble in water; sparingly
soluble in alcohol, in acetone, in dioxan, and in methyl alcohol;
slightly soluble in chloroform; very slightly soluble in ether.

Dexamethasone Acetate BANM, USAN, iNNM) &

Acetato de dexametasona; Deksametasoniasetaatti; Deksameta-
zono acetatas, Dexametasonacetat; Dexametazon-acetdt; Dex-
amethason-acetdt; Dexaméthasone, acétate de; Dexamethasoni
acetas. Dexamethasone 2 | -acetate.

AekcameTasoHa AuetaT
Cy4H3 FO4 = 434.5.

CAS — 1177-87-3 (anhydrous dexamethasone acetate);
55812-90-3 (dexamethasone acetate monohydrate).

ATC — AOIAC02; CO5AA09; DO7ABI9; HO02AB02;
ROIADO3; SOIBAOI; SO2BA06; SO3BAOI.

ATC Vet — QAOIACO2; QCO5AA09; QDO7ABIY:
QHO2AB02;  QROIADO3; QSOIBAOI;  QSO2BA0G:
QS03BAOI.

Pharmacopoeias. In Chin., Eur. (see p.vii), and Viet.

Int. and US allow the anhydrous form or the monohydrate.

Ph. Eur. 6.2 (Dexamethasone Acetate). A white or almost
white, crystalline powder. It shows polymorphism. Practically
insoluble in water; freely soluble in alcohol and in acetone;
slightly soluble in dichloromethane. Protect from light.

USP 31 (Dexamethasone Acetate). It contains one molecule of
water of hydration or is anhydrous. A clear, white to off-white,
odourless powder. Practically insoluble in water; freely soluble
in acetone, in dioxan, and in methyl alcohol. Store at a tempera-
ture of 25°, excursions permitted between 15° and 30°.

Dexamethasone Isonicotinate BANM, iNNV) ®

Deksametasoniisonikotinaatti; Deksametazonu  izonikotynian;
Dexametasonisonikotinat; Dexaméthasone, isonicotinate de;
Dexamethasoni isonicotinas; Dexamethason-isonikotindt; Isoni-
cotinato de dexametasona. Dexamethasone 2 | -isonicotinate.
AekcameTazoHa V13oHrKoTUHAT

CagH3FNO, = 497.6.
CAS — 2265-64-7.

ATC — AO0IAC02; CO5AA09; DO7ABI9; HO02AB02;
ROIADO3; SOIBAOI; SO2BA06; SO3BAOI.

ATC Vet — QAOIACO2; QCO5AA09; QDO7ABIY;
QHO2AB02;  QROIADO3; QSOIBAOI;  QSO2BA0G:
QSO3BAOI.

Pharmacopoeias. In Eur. (see p.vii).

Ph. Eur. 6.2 (Dexamethasone Isonicotinate). A white or almost
white crystalline powder. Practically insoluble in water; slightly
soluble in dehydrated alcohol and in acetone.

Dexamethasone Phosphate anw, innm) &
Dexaméthasone, Phosphate de; Dexamethasoni Phosphas; Fos-
fato de dexametasona. Dexamethasone 21-(dihydrogen phos-
phate).

AekcameTazoHa Qocdat

CpyH3oFOgP = 472.4.

CAS — 312-93-6.

ATC — AO0IAC02; CO5AA09; DO7ABI9; HO2ABOZ;
ROTADO3; SOIBAOI; SO2BA06; SO3BAOI.

ATC Vet — QAOIACO02; QCO5AA09; QDO7ABIY;
QHO02AB02;  QROIADO3;  QSOIBAOI;  QS02BA0S;
QSO3BAOI.

Dexamethasone Sodium Metasulfobenzoate
(INNV) &

Dexaméthasone Métasulfobenzoate Sodique; Dexamethasone
Sodium Metasulphobenzoate (BANM); Metasulfobenzoato sédico
de dexametasona; Natrii Dexamethasoni Metasulfobenzoas.
Dexamethasone 2 | -(sodium m-sulphobenzoate).

Hatpuit MeTacyaspobersoaT AekcameTasoH
Cy9H3,FNaOgS = 598.6.

CAS — 3936-02-5.

ATC — AO0IAC02; CO5AA09; DO7ABI9; HO2ABO2;
ROTADO3; SOIBAOI; SO2BA06; SO3BAOI.

ATC Vet — QAOIACO2; QCO5AA09; QDO7ABIY;
QHO2AB02;  QROIADO3;  QSOIBAOI;  QS02BA0é;
QSO3BAOI.

Dexamethasone Sodium Phosphate
(BANM, INNM) &

Deksametasoninatriumfosfaatti; Deksametazon Sodyum Fosfat;
Deksametazono natrio fosfatas; Dexametasonnatriumfosfat;
Dexametazon-ndtrium-foszfdt; Dexaméthasone, phosphate
sodique de; Dexamethasone Phosphate Sodium; Dexametha-
son-fosfat sodnd sll; Dexamethasoni natrii phosphas; Fosfato
sédico de dexametasona; Natrii Dexamethasoni Phosphas; So-
dium Dexamethasone Phosphate. Dexamethasone 21-(diso-
dium orthophosphate).

Hatpus AekcameTtasoHa Qocdat

CyH gFNayOgP = 516.4.

CAS — 2392-39-4.

ATC — AO0IAC02; CO5AA09; DO7ABI9; HO2ABOZ;
ROTADO3; SOIBAOI; SO2BA06; SO3BAOI.

ATC Vet — QAOIACO2; QCO5AA09; QDO7ABIY;
QHO02AB02;  QROIADO3;  QSOIBAOI;  QS02BA0S;
QSO3BAOI.

NoTE. DSP is a code approved by the BP 2008 for use on single
unit doses of eye drops containing dexamethasone sodium phos-
phate where the individual container may be too small to bear all
the appropriate labelling information.

Pharmacopoeias. In Chin., Eur. (see p.vii), Int., US, and Viet.
Ph. Eur. 6.2 (Dexamethasone Sodium Phosphate). A white or
almost white, very hygroscopic, powder. It exhibits polymor-
phism. Freely soluble in water; slightly soluble in alcohol; prac-
tically insoluble in dichloromethane. A 1% solution in water has
apH of 7.5 t0 9.5. Store in airtight containers. Protect from light.
USP 31 (Dexamethasone Sodium Phosphate). A white or
slightly yellow, crystalline powder. Is odourless or has a slight
odour of alcohol, and is exceedingly hygroscopic. Soluble 1 in 2
of water; slightly soluble in alcohol; insoluble in chloroform and
in ether; very slightly soluble in dioxan. pH of a 1% solution in
water is between 7.5 and 10.5. Store in airtight containers.

Adverse Effects, Treatment, Withdrawal,
and Precautions

As for corticosteroids in general (see p.1490).
Dexamethasone has little or no effect on sodium and
water retention.

When applied topically, particularly to large areas,
when the skin is broken, or under occlusive dressings,
or when given intranasally, corticosteroids may be ab-
sorbed in sufficient amounts to cause systemic effects.
Prolonged use of ophthalmic preparations containing
corticosteroids has caused raised intra-ocular pressure
and reduced visual function.

Effects on the neonate. The adverse effects of corticosteroids
on the fetus are discussed under Pregnancy on p.1494.

Adverse effects noted in premature neonates with bronchopul-
monary dysplasia (p.1500) receiving dexamethasone treatment
to enable weaning from assisted ventilation have included
hypertension often accompanied by bradycardia, 2 gastroduo-
denal perforation,*® ulceration and thinning of the gastric wall,®
development of a catabolic state,*’ renal calcification,®° and
transient myocardial hypertrophy. -3 There is some evidence of
a suppressive effect on motor activity and spontaneous move-
ment.** It has been postulated that neonatal dexamethasone may
both increase® and decrease!® retinopathy of prematurity; its true
effect is uncertain.t’

There is also a concern that longer term development of the child
may be adversely affected.'®® Although data are scanty, a meta-
analysis?® has concluded that postnatal use of corticosteroids to
treat or prevent bronchopulmonary dysplasia is associated with
dramatic increases in the incidence of cerebral palsy and neu-
rodevelopmental impairment, and suggested that such use
should be abandoned.

Pulsed dosage may reduce the adverse effects but may also re-
duce efficacy.?!
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Effects on the nervous system. Paraesthesia, usually local-
ised to the perineum, has been associated with the intravenous
use of dexamethasone sodium phosphate (see p.1492).
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Interactions

The interactions of corticosteroids in general are de-
scribed on p.1494. Various drugs may interfere with
the dexamethasone suppression test.

Antiepileptics. As mentioned on p.499, dexamethasone may
decrease or increase plasma concentrations of phenytoin. Like
other enzyme-inducing drugs, phenytoin also has the potential to
increase the metabolism of dexamethasone. There have been re-
ports of false positive dexamethasone suppression tests (see Di-
agnosis and Testing, below) in patients taking carbamazepine.

1. Ma RCW, et al. Carbamazepine and false positive dexametha-
sone suppressmn tests for Cushing’s syndrome. BMJ 2005; 330:
299-300

Pharmacokinetics

For a brief outline of the pharmacokinetics of cortico-
steroids, see p.1495.

Dexamethasone is readily absorbed from the gastroin-
testinal tract. Its biological half-life in plasma is about
190 minutes. Binding of dexamethasone to plasma
proteins is about 77%, which is less than for most other
corticosteroids. Up to 65% of a dose is excreted in
urine within 24 hours. Clearance in premature neonates
is reported to be proportional to gestational age, with a
reduced elimination rate in the most premature. It read-
ily crosses the placenta with minimal inactivation.

Uses and Administration
Dexamethasone is a corticosteroid with mainly gluco-
corticoid activity (p.1490); 750 micrograms of dexa-



