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DDAVFNasal Spray(desmopressin acetate) 5mL L

Dry Nights For Good Mornings
Brief SummaryCONTRAINDICATION: Known hypersensitivity to DDAVP Nasal Spray.
WARNINGS:
' For ¡ntranasal use only.
2 In very young and elderly patients in particular, fluid intake should be adjusted m order to decrease the potential occurrence of water
intoxication and hyponatremia. Particular attention should be paid to the possibility of the rare occurrence of an extreme decrease in
plasma osmolality and resulting seizures
PRECAUTIONS:
Generai. DDAVP Nasal Spray at high dosage has infrequently produced a slight elevation of blood pressure, which disappeared with a
reduction m dosage. The drug should be used with caution m patients with coronary artery insufficiency and/or hypertensive cardiovas¬
cular disease because of possible rise m blood pressureDDAVP Nasal Spray should be used with caution m patients with conditions associated with fluid and electrolyte imbalance, such as cys¬
tic fibrosis, because these patients are prone to hyponatremiaCentral Cranial Diabetes Insipidus: Since DDAVP Nasal Spray is used mtranasally, changes in the nasal mucosa such as scarring, edema,
or other disease may cause erratic, unreliable absorption in which case DDAVP Nasal Spray should not be used For such situations,
DDAVP injection should be considered.
Primary Nocturnal Enuresis: If changes in the nasal mucosa have occurred, unreliable absorption may result DDAVP Nasal Spray should
be discontinued until the nasal problems resolve
Information lor Patients- Patients should be informed that the bottle accurately delivers 50 doses of 10 meg each Any solution remainingafter 50 doses should be discarded since the amount delivered thereafter may be substantially less than 10 meg of drug No attempt
should be made to transfer remaining solution to another bottle Patients should be mslructed to read accompanying directions on use of
the spray pump carefully before use.
Laboratory Jests: Laboratory tests for following the patient with central cranial diabetes insipidus or post-surgical or head trauma-related
polyuna and polydipsia include urine volume and osmolality In some cases plasma osmolality may be required For the healthy patientwith primary nocturnal enuresis, serum electrolytes should be checked at least once if therapy is continued beyond 7 daysDruqlnteractions Although the pressor activity of DDAVP Nasal Spray is very low compared to the antidiuretic activity, use of large doses
of DDAVP Nasal Spray with other pressor agents should only be done with careful patient monitoring.Carcinogenesis, Mutagenesis. Impairment ol Fertility: Teratology studies in rats have shown no abnormalities No further information is
available.
Pregnancy-Category B: Reproduction studies performed in rats and rabbits with doses up to 125 times the human mtranasal dose (i.e.about 125 times the total adult human dose given systemically) have revealed no evidence of harm to the fetus due to desmopressin ace¬
tate There are several publications of management of diabetes insipidus m pregnant women with no harm to the fetus reported, however,
no controlled studies m pregnant women have been earned out. Published reports stress that, as opposed to preparations containing the
natural hormones, DDAVP Nasal Spray [desmopressin acetate) in antidiuretic doses has no uterotonic action, but the physician will have
to weigh possible therapeutic advantages against possible dangers in each individual case
Nursing Mothers There have been no controlled studies m nursing mothers A single study in a post-partum woman demonstrated a
marked change m plasma, but little if any change in assayable DDAVP Nasal Spray in breast milt following an mtranasal dose o' 10 megPediatrie Use Primary Nocturnal Enuresis. DDAVP Nasal Spray has been usedin childhood nocturnal enuresis Short-term [4-8 weeks]DDAVP Nasal Spray administration has been shown to be safe and modestly effective in children aged 6 years or older with severe child¬
hood nocturnal enuresis. Adequately controlled studies with DDAVP Nasal Spray in primary nocturnal enuresis have not been conducted
beyond 4-8 weeks. The dose should be individually adjusted to achieve the best results.
Central Cranial Diabetes Insipidus: DDAVP Nasal Spray has been used m children with diabetes insipidus. Use in infants and children will
require careful fluid intake restriction to prevent possible hyponatremia and water intoxication The dose must be individually adjusted to
the patient with attention in the very young to the danger of an extreme decrease in plasma osmolality with resulting convulsions. Dose
should start at 0.05 mL or less.
Since the spray cannot deliver less than 01 mL (10 meg), smaller doses should be administered using the rhinal tube delivery systemDo noi use the nasal spray in pediatrie patients requiring less than 0.1 mL (10 meg) per dose.
There are reports of an occasional change m response with time, usually greater trían 6 months. Some patients may show a decreased
responsiveness, others a shortened duration of effect There is no evidence this effect is due to the development of binding antibodies
but maybe due to a local mactivation of the peptideADVERSE REACTIONS: Infrequently, high dosages have produced transient headache and nausea Nasal congestion, rhinitis and
flushing have also been reported occasionally along with mild abdominal cramps. These symptoms disappearedwrih reduction in dos¬
age Nose-bleed, sore throat, cough and upper respiratory infections have also been reported.The following table lists the percent of patients having adverse experiences without regard to relationship to study drug from the pooled
pivotal study data for nocturnal enuresis. DDAVP DDAVP

PLACE 30 20 meg 40 meg(N=69) (N:60) (N-61I
ADVERSE REACTION % %
BODY AS A WHOLE

Abdominal Pain 0 2 2
Asthenia 0 0 2
Chills 0 0 2
Headache 0 2 5
Throat Pain 2 0 0

NERVOUS SYSTEM
Depression 2 0 0
Dizziness 0 0 3

RESPIRATORY SYSTEM
Epistaxis 2 3 0
Nostril Pam 0 2 0
Respiratory Infection 2 0 0
Rhinitis 2 8 3

CARDIOVASCULAR SYSTEM
Vasodilation 2 0 0

DIGESTIVE SYSTEM
Gastrointestinal Disorder 0 2 0
Nausea .002

SKIN & APPENDAGES
Leg Rash 2 0 0
Rash 2 0 0

SPECIAL SENSES
Conjunctivitis 0 2 0
Edema Eyes 0 2 0
Lachrymation Disorder 0 0 2

OVERDOSAGE: See adverse reactions above In case of overdosage. the dose should be reduced, frequency of administration
decreased, or the drug withdrawn according to the seventy of the condition There is no known specific antidote for DDAVP Nasal Spray
An oral LD50 has not been established An intravenous dose of 2 mg/kg in mice demonstrated no effect.
HOW SUPPLIED: A 5-mL bottle with spray pump delivering 50 doses of 10 meg (NDC 0075-2450-02] Also available as 2 5 mL per vial,
packaged with two rhinal tube applicators per carton (NDCÌJ075-2450-01). Keep refrigerated at 2°-8°C (36°-46eF}. When traveling,
product will maintain stability for up to 3 weeks when stored at room temperature, 22"C (72°F)
CAUTION: Federal (U S.A.) law prohibits dispensing without prescription.
Please see full prescribing information m product circular
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