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CONTRAMDQATION: Known hypersensitivty to DDAVP Nasal Spray.
WARNINGS:
1. For infranasal use only.
2.4n very young and elderly patients in particular, fluid intake shoukd be adjusted in order to decrease the potential occurrence of waler
intoxication and hyponatremia. Particular attention shouid be paid to the possibility of the rare occurrence of an extreme decrease in
giasma osmolality and resulting seizures.
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General: DDAVP Nasal Spray at high dosage has infrequently produced a slight elevalion of biood pressure, which disappeared with a
reduction In dosage. The drug should be used with caution in patients with coronary artery insufficiency and/or hypertensive cardiovas-
cular disease because of &osslb!e rise in biood pressure

DDAVP Nasal Spray should be used with caution in patients with conditions associated with fluid and electralyte imbatance, such as cys-
lic fibrosis, because these patients are prone to hmatremia .

Cenlral Cranial Diabetes insipidus: Since DDAVP Nasal Spray is used intranasally, changes in the nasal mucosa such s sca_mn?. edema,
or other disease may cause erralic, unrefiable absorption in which case DDAVP Nasal Spray should not be used. For such situaions,
ODAVP injection should be considered

Primary Nocturnal Enuresis: chan%es in the nasal mucosa have occurred, unreliable absorption may result, DOAVP Nasal Spray should
be discontinued until the nasal problems resolve. )
Information for Patients: Patients should be informed that the bottie accuralely delivers S0 doses of 10 mo? each. Ay solution remaining
ater 50 doses should be discarded since the amount delivered thereatter ma\{dbe substantially less than 10 meg of drug. No attempt
should be made (o transfer remaining solution to anather bottie. Patients should be instructed to read accompanying directions on use of
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Laboratory Tests' Laboratory tests for following the patient with ceniral cranial diabetes insipidus of post-surgical or head trauma-related
‘polyuria and polydipsia include urine volume and osmolality. n Some cases plasma csmoiality may be required. For the heatthy patient
wih primary nocturnal enuresis, serum electrolytes should be checked at least once if therapy is continued 7days.

Drug interactions: Afthough the pressor activity of DDAVP Nasal S(Jyay is very low compared 0 the antidiuretic activity, use of large doses
of DDAVP Nasal Spray with other pressor agents should only be done with careful patient monitoring.

G M D of Fertilty: Teratology studies in rals have shown no abnormalities. No further information is

avallable.
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The following tabie lists the percent of patients having adverse without regard to ip tostudy drug from the pooled
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Chills
Headache
Theoat Pain
NERVOUS SYSTEM
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Dizziness
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Vasodilation
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Leg Rash
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Conjunciiis
Edema Eyes
Lachrymation Disorder
OVERDOSAGE: See adverse reactions above. In case of overdosage, the dose should be reduced, frequency of administration
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