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Substance dependence. Ondansetron is being studied in the
management of alcohol dependence (p.1626). However, in one
study? a significant reduction in alcohol consumption was found
only in lighter drinkers after subgroup analysis. Another study?
found a reduction in alcohol consumption by patients with early-
onset alcoholism (onset before age 25) who took ondansetron
compared with placebo. No such effect was seen, however, in
patients with late-onset alcoholism. Further study found that on-
dansetron also effectively ameliorated mood disturbances in-
cluding symptoms of depression, anxiety, and hostility, in early-
onset alcoholics.® Self-reported alcohol consumption also re-
duced in adolescents (between ages 14 and 20) with alcohol de-
pendence who were given ondansetron in an open study.*
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dansetron in alcohol abuse and dependence. Alcohol Clin Exp
Res 1994; 18: 879-85.

Johnson BA, et al. Ondansetron for reduction of drinking among
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Dawes MA, et al. A prospective, open-label trial of ondansetron

in adolescents with alcohol dependence. Addict Behav 2005; 30:
1077-85.
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Preparations

USP 31: Ondansetron Hydrochloride Oral Suspension; Ondansetron In-
jection; Ondansetron Oral Solution; Ondansetron Orally Disintegrating
Tablets.

Proprietary Preparations (details are given in Part 3)

Arg.: Cetron; Dantenk; Dismolan; Emivoxt; Espasevit; Finaber; Finoxi;
Tiosalis; Zofran; Austral.: Ondaz; Onsetron; Zofran; Austria: Glaxosetron;
Ondanoglax; Ondensan; Zofran; Belg.: Zofran; Braz.: Ansentron; Injec-
trax; Modifical; Nausedron; Ontrax; Vonau; Zofran; Canad.: Zofran; Chile:
Amilene; Gardoton; Izofran; Odanex; Oncoemet; Trorix; Cz.: Danemet;
Emeset; Emetront; Novetron; Ondemet; Setront; Setronon; Zofran;
Denm.: Hexatron; Zofran; Fin.: Zofran; Fr.: Zophren; Ger.: Zofran; Gr.:
Biosetron; Cruzafen; Dentron; Fedral; Odnatron; Onda; Ondameton; Ond-
aren; Ondaseprol; Setrodan; Vefron; Zetron; Zodatron; Zofron; Zophralen;
Hong Kong: Zofran; Hung.: Antivom; Emetron; Ondagen; Zofran; India:
Emeset; Periset; Vomiof; Indon.: Cedantron; Dantroxal; Entron; Frazon; In-
vomit; Narfoz; Ondavell; Onetic 4; Vomceran; Zantron; Zofran; Irl.: Emital;
Zofran; Israel: Zofran; Ital.: Zofran; Malaysia: Osetron; Zofran; Mex.:
Danac; Modifical; Precirux; Zofran; Neth.: Zofran; Norw.: Zofran; NZ:
Onsetron; Zofran; Philipp.: Emodan; Zofran; Pol.: Atossa; Emetron; Set-
ronon; Zofran; Port.: Nausiend; Otobrol; Zofran; Rus.: Emetron
(meTpoH); Setronon (CeTtporoH); Zofran (3oppar); S.Afr.: Dantron;
Nausetron; Zofran; Singapore: Zofran; Spain: Fixcaf; Yatrox; Zofran;
Swed.: Zofran; Switz.: Zofran; Thai.: Dantron; Emeset; Onsia; Vomitront;
Zetron; Zofran; Turk.: Zofer; Zofran; Zoltem; UK: Ondemet; Zofran;
USA: Zofran; Venez.: Dismolan; Emeset; Tructum; Zofran.

Ornoprostil (iNN)

Ornoprostilo; Ornoprostilum; OU-1308. Methyl (-)-(1R,2R,3R)-
3-hydroxy-2-[(E)-(35,55)-3-hydroxy-5-methyl- | -nonenyl]-¢,5-di-
oxocyclopentaneheptanoate.

OpHonpocTua

Cy3H350, = 410.5.

CAS — 70667-26-4.

CH3

Profile
Ornoprostil is a synthetic prostaglandin analogue that has been
used in the treatment of peptic ulcer disease.

Oxapium lodide (NN

Ciclonium lodide; Cyclonium lodide; loduro de oxapio; Oxapii
lodidum; Oxapium, lodure d’; SH-100. 1-(2-Cyclohexyl-2-phe-
nyl-1,3-dioxolan-4-ylmethyl)- | -methylpiperidinium iodide.
Oxcanma Voana

CyHuINO, = 471.4.

CAS — 6577-41-9.

Ondansetron/Palonosetron Hydrochloride 1759

H3C\

NoTE. Distinguish from ciclonium bromide, p.1716, an unrelated
antispasmodic.

Pharmacopoeias. In Jpn.

Profile

Oxapium iodide is an antimuscarinic that has been used as an
antispasmodic in the treatment of gastrointestinal disorders and
renal calculi.

Preparations

Proprietary Preparations (details are given in Part 3)
Jpn: Esperan.

Oxyphencyclimine Hydrochloride ANV, iNNM)

Hidrocloruro de oxifenciclimina; Oksifensiklimin - Hidroklorr;
Oxyphencyclimine, Chlorhydrate d'; Oxyphencyclimini Hydro-
chloridum. 1,4,5,6-Tetrahydro- | -methylpyrimidin-2-ylmethyl -
cyclohexylmandelate hydrochloride.
OkandeHumnkammmHa Mapoxropua,
CyoH2sN,O5,HCI = 380.9.

CAS — 125-53-1 (oxyphencyclimine);
phencyclimine hydrochloride).

ATC — AO3AAOI.

ATC Vet — QAO3AAOQ|.

125-52-0 (oxy-

(oxyphencyclimine)

Profile

Oxyphencyclimine hydrochloride is a tertiary amine antimus-
carinic with effects similar to those of atropine (p.1219). It has
been used as an adjunct in the treatment of peptic ulcer disease
and for the relief of smooth muscle spasms in gastrointestinal
disorders.

Preparations

Proprietary Preparations (details are given in Part 3)
Hong Kong: Daricon; Thai.: Daricont; Med-Spastict; Oxyno; Proclimine.

Multi-ingredient: Hong Kong: Rudd-Ut; Turk.: Spazmo-Valibrin.

Oxyphenonium Bromide (84N, inN)

Bromuro de oxifenonio; Oksyfenoniowy bromek; Oxphenonii
Bromidum; Oxyphenonii Bromidum; Oxyphenonium Broma-
tum; Oxyphénonium, Bromure d'. 2-(a-Cyclohexylmandeloy-
loxy)ethyldiethylmethylammonium bromide.

Okcnderorns Bpomma,

CyH34BrNO; = 428.4.

CAS — 14214-84-7 (oxyphenonium); 50-10-2 (oxypheno-
nium bromide).

ATC — AO3ABO3.

ATC Vet — QAO3ABO3.

0 HaC, CH3
N*, CH
O/\/ ~ 8| Br
OH

Pharmacopoeias. In Pol.

Profile

Oxyphenonium bromide is a quaternary ammonium antimus-
carinic with peripheral effects similar to those of atropine
(p.1219). It has been given orally to relieve visceral spasms.

The symbol T denotes a preparation no longer actively marketed

Preparations

Proprietary Preparations (details are given in Part 3)
India: Antrenyl; Pol.: Spasmophen; S.Afr.: Spastrext.
Multi-ingredient: Cz.: Endiformt.

Palonosetron Hydrochloride
(USAN, iNNM)

Hidrocloruro de palonosetrdn; Palonosétron, Chlorhydrate de;
Palonosetroni  Hydrochloridum; ~ RS-25259-197.  (3a$)-
2,3,33,4,5,6-Hexahydro-2-[(3S)-3-quinuclidinyl]- | H-benz[de]iso-
quinolin-1-one hydrochloride.

[MaroHoceTpoHa MMApOXAOPHA,

CioH4sN,OHCI = 332.9.

CAS — 135729-56-5 (palonosetron); 135729-55-4 (pal-
onosetron hydrochloride); 135729-62-3 (palonosetron hy-
drochloride).

ATC — AO4AA0S.

ATC Vet — QAO4AAO0S.

=z

(palonosetron)

Stability. The stability of palonosetron hydrochloride at concen-
trations of 5 and 30 micrograms/mL was assessed in polyvinyl
chloride bags of the following 4 infusion solutions: glucose 5%,
sodium chloride 0.9%, glucose 5% in sodium chloride 0.45%,
and glucose 5% in lactated Ringer’s solution. All solutions were
considered to be physically and chemically stable for at least 48
hours at room temperature exposed to light, and for 14 days un-
der refrigeration.®

Palonosetron 50 micrograms/mL was found to be physically and
chemically stable during simulated Y-site administration with the
following drugs: fentanyl citrate 50 micrograms/mL, hydromor-
phone hydrochloride 500 micrograms/mL, morphine sulfate

15 mg/mL, pethidine hydrochloride 10 mg/mL, and sufentanil

citrate (12.5 micrograms/mL of sufentanil).?

. Trissel LA, Xu QA. Physical and chemical stability of palonoset-
ron HCI in 4 infusion solutions. Ann Pharmacother 2004; 38:
1608-11.

. Trissel LA, et al. Physical and chemical stability of palonosetron
hydrochloride with five opiate agonists during simulated Y-site
administration. Am J Health-Syst Pharm 2007; 64: 1209-13.
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Adverse Effects and Precautions

As for Ondansetron, p.1757, although no dosage re-
duction is considered necessary in hepatic impairment.
Diarrhoea, fatigue, and abdominal pain may also occur.
Patients with a history of constipation or signs of suba-
cute intestinal obstruction should be monitored if given
palonosetron.

Effects on the cardiovascular system. For a discussion of
the effects of 5-HT; antagonists on the cardiovascular system,
see under Ondansetron, p.1757.

Interactions
As for Ondansetron, p.1757.

Pharmacokinetics

Palonosetron has a volume of distribution of around 7
to 8 litres/kg; plasma protein binding is about 62%.
About 50% of a dose is metabolised in the liver by cy-
tochrome P450 isoenzymes (notably CYP2D6, but
also CYP3A4 and CYP1AZ2). About 80% of a dose is
recovered in the urine within 144 hours, as palonoset-
ron and its metabolites. The mean elimination half-life
is reported to be about 40 hours.

O References.
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2. Shah A, et al. Pharmacokinetic evaluation and safety profile of a
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