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TABLETS
TONOCARD®
(tocainide HCI)

WARNINGS

Blood Dyscrasias: Agranulocytosis, bone marrow depression,
leukopenia, neutropenia, aplastic/hypoplastic anemia,
thrombocytopenia and sequelae such as septicemia and  septic
shock have been reported in patients receiving TONOCARD. Mogt
of these patients received TONOCARD within the recommended
dosage range. Fatdities have occurred (with approximately 25%
mortality in reported agranulocytoss cases). Since most of these
events have been noted during the first 12 weeks of therapy, it is
recommended that complete blood counts, including white cdl,
differentid and pladet counts be performed, optimaly, a weekly
intervals for the firs 3 months of therapy; and frequently
thereafter. Complete blood counts should be performed promptly if
the patient develops any dgns of infection (such as fever, chills
sore throat, or stomditis), bruising, or bleeding. If any of these
hematologic disorders is identified, TONOCARD should be
discontinued and appropriate treatment should be indituted if
necessary. Blood counts usudly return to normd within 1 month
of discontinuation. Caution should be used in patients with pre-
exiging marow failure or cytopenia of any type. (See ADVERSE
REACTIONS))

Pulmonary Fibrosis. Pumonary fibrogs, interditid pneumonitis,
fiboroang avedlitis, pulmonay edema, and pneumonia have been
reported in patients recaving TONOCARD. Many of these events
occurred in patients who were serioudy ill. Fatdities have been
reported. The experiences are usudly characterized by bilaterd
infiltrates on x-ray and are frequently associated with dyspnea and
cough. Fever may or may not be present. Patients should be
indructed to promptly report the development of any pulmonary
symptoms such as exertiond dyspnea, cough or wheezing. Chest
X-rays ae advisble at that time. If these pulmonary disorders
develop, TONOCARD should be discontinued. (See ADVERSE
REACTIONS)




DESCRIPTION

TONOCARD® (tocainide HCl) is a primay amine andog of
lidocaine with antiarrhythmic properties useful in the trestment of
ventricular arhythmias.  The chemicd name for tocainide
hydrochloride is  2-amino-N-(2,6-dimethylphenyl)  propanamide
hydrochloride. Its empiricd formula is C;,H,;N,O-HCI, with a
molecular weight of 228.72. The gtructura formulais

CHy

NHCOCHCH, + HCI

I

a
Tocanide hydrochloride is a white crystaline powder with a bitter
tase and is fredy soluble in water. It is supplied as 400 mg and
600 mg teblets for ord adminidration. Each tablet contans the
fdlowing inective ingredients  hydroxypropyl methylcdlulose,
iron oxide, magnesum dearae, methylcdlulose,  polyethylene
glycol, and titanium dioxide.

CLINICAL PHARMACOLOGY

Action

Tocainide, like lidocaine, produces dose dependent decreases in
sodium and potassum conductance, thereby decreasing the
excitability of myocadid cdls In expaimentd animd modds,
the dose-related depression of sodium current is more pronounced
in ischemic tissue than in normd tissue.

Electrophysiology

Tocanide is a Classl antiarhythmic compound  with
electrophysiologic properties in man smilar to those of lidocaine,
but dissmilar from quinidine, procainamide, and disopyramide.
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In dudies of isolaed dog Purkinje fibers, tocainide in
concentrations of 1-50 meg/mL had no dgnificant effect on resting
membrane potentia, but reduced the amplitude and rate of
depolarization (dv/dt) of the action potential. Tocainide decreased
the effective refractory period (ERP) to a lesser extent than the
action potentidd duration (APD) resulting in an increese in the
ERP/APD ratio.

In patients with cardiac disease, TONOCARD produced no
dinicdly dgnificant changes in dnus nodd function, effective
refractory periods, or intracardiac conduction times when sudied
under dectrophysiologic testing procedures.

Tocanide, like lidocaine, characterigicdly does not prolong
ventricular depolarization (QRS duration) or repolarization (QT
intervals) as measured by dectrocardiography. Theoreticaly,
therefore, TONOCARD may be ussful in the treatment of
ventricular arrhythmias associated with a prolonged QT interval.

Patients who respond to lidocaine aso respond to TONOCARD in
a mgority of cases. Falure to respond to lidocaine usudly predicts
failure to respond to TONOCARD, but there are exceptions to this.

In a controlled comparison with quinidine, 600mg b.i.d. of
TONOCARD produced a mean reduction of 42% in PVC count,
compared to a 54% reduction by quinidine 300 mg every 6 hours.
Among dl patients entered into the dudy, about one-fifth of
tocainide recipients and one-third of quinidine recipients had 75%
or greater reductions in PVC count or had eimination of
ventricular tachycardia

Pharmacokinetics

Following ord adminidration of tocanide, pesk plasma
concentrations occur within 0.5 to 2 hours. The average plasma
hdf-life in patents is gpproximady 15 hours. Although the
effective plasma concentration may vay from paient to peatient,
the usua thergpeutic plasma range (as defined by 50-80% PVC
suppression) is 4-10 meg/mL  (18-45 micromole/lL), expressed as
tocainide hydrochloride. Tocainide is approximately 10% bound to
plasma protein.

In contrast to lidocaine, tocainide undergoes negligible first pass
hepatic  degradation.  Following ord  adminidration,  the
bicavailability of TONOCARD approaches 100%. The extent of
its bicavalability is unaffected by food. Tocainide has no
cardioactive metabolites. Approximately 40% of the administered
dose of tocanide is excreted unchanged in the urine. Acidification
of the urine has not been shown to ggnificantly dter tocanide
excretion in the urine, but adkdinization of the urine results in a
sgnificant decrease in the percent of tocainide excreted unchanged
in the urine. Animal data indicate that tocainide crosses the blood-
brain barrier; however, it haslesslipid solubility than lidocaine.



Hemodynamics

Cadiac caheterization dudies in man utilizing intravenous
tocainide infusons (0.5-0.75 mg/kg/min over 15 min) have shown
that tocainide usudly produces a smal degree of depresson of
parameters of left ventricular function, such as left ventricular
dP/dt, and left ventricular end diastolic pressure. There were
usudly no changes in cardiac output or clinicd evidence of
increesng congetive heat falure in the wael-compensated
patients sudied. Smdl but daidicdly Sgnificant increeses in
aortic and pulmonary arterid pressures have been consgtently
observed and are probably related to smal increases in vascular
resstance. When used concomitantly with a beta-blocking drug,
tocainide further reduced cardiac index and left ventricular dP/dt
and further increased pulmonary wedge pressure.

No dinicdly ggnificant changes in heart rate, blood pressure, or
ggns of myocardia depresson were observed in a sudy of 72
post-myocardid  infarction patients receiving long-term  therapy
with ora  TONOCARD a usua doses (400 mg @8h). When
tocainide was adminisered ordly a a dose of 120mgkg to
anesthetized dogs (14 times the initid maximum dose
recommended for humans), a negative inotropic effect was
observed: the rate of change of left ventricular pressure decressed
by up to 29% of control at 3 hours after adminidration. This effect
was not observed a lower doses (60 mg/kg). Tocainide has been
used safdy in pdients with acute myocardid infarction and
various degrees of congestive heart falure. It has, however, a smal
negative inotropic effect and can increase periphera resstance
dightly. It therefore should be used cautioudy in paients with
known heart fallure, paticularly if a beta blocker is given as wall.
(See PRECAUTIONS,)

INDICATIONS AND USAGE

TONOCARD is indicated for the trestment of documented
ventricular  arrhythmias, such as sustained ventricular  tachycardia,
that, in the judgment of the physician, are life-threatening. Because
of the proarhythmic effects of TONOCARD, as wdl as its
potential for other serious adverse effects, (see WARNINGS), its
use to treat lesser arrhythmias is not recommended. Treatment of
patients with asymptomatic ventricular premature contractions
should be avoided.



Initigtion of treetment with TONOCARD, as with other
antiarhythmic agents used to treet life-threatening arhythmias,
should be carried out in the hospital. It is essentid that each patient
given TONOCARD be evauated dectrocardiographicdly and
cinicaly prior to, and during, therapy with  TONOCARD to
determine  whether the response to TONOCARD  supports
continued trestment.

Antiarrhythmic drugs have not been shown to enhance survivd in
patients with ventricular arrhythmias.

CONTRAINDICATIONS

Paients who ae hypersendtive to this product or to locd
anesthetics of the amide type.

Petients with second or third degree atrioventricular block in the
absence of an artificid ventricular pacemaker.

WARNINGS

Mortality: In the National Heart, Lung and Blood Ingtitute's
Cardiac Arrhythmia Suppresson Trial (CAST), a long-term,
multi-center, randomized, double-blind study in patients with
asymptomatic non-life-threatening ventricular  arrhythmias
who had a myocardial infarction more than 6 days but less
than 2 years previoudy, an excessive mortality or non-fatal
cardiac arrest rate (7.7%) was seen in patients treated with
encainide or flecainide compared with that seen in patients
assigned to carefully matched placebo-treated groups (3.0%).
The average duration of treatment with encainide or flecainide
in this study was 10 months.

The applicability of the CAST results to other populations
(e.g., those without recent myocardial infarction) is uncertain.
Congdering the known proarrhythmic  properties  of
TONOCARD (tocainide HCI) and the lack of evidence of
improved survival for any antiarrhythmic drug in patients
without life-threatening arrhythmias, the use of TONOCARD
as wel as other antiarrhythmic agents should be reserved for
patients with life-threatening ventricular arrhythmias.

Acceleration of Ventricular Rate: Accderation of ventricular rate
occurs infrequently when antiarrhythmics are  administered to
patients with arid fluter or fibrillaion (see ADVERSE
REACTIONS).




PRECAUTIONS

General

In patients with known heart falure or minima cardiac reserve,
TONOCARD should be used with caution because of the potentia
for aggravating the degree of heart failure.

Caution should be used in the inditution or continuation of
antiarhythmic thergpy in the presence of dgns of increasing
depression of cardiac conductivity.

In patients with severe liver or kidney disease, the rate of drug
dimination may be dSgnificantly decreased (see DOSAGE AND
ADMINISTRATION).

Snce attiarhythmic drugs may be ineffective in paients with
hypokalemia, the posshility of a potassum deficit should be
explored and, if present, the deficit should be corrected.

Like dl other ord antiarrhythmicss TONOCARD has been
reported to increase arhythmias in some patients (see ADVERSE
REACTIONS).

Information for Patients

Patients should be ingructed to promptly report the development
of bruisng or bleeding; any Sgns of infections such as fever,
chills, sore throat, or soreness and ulcers in the mouth; any
pumonay symptoms, such as exetiond dyspnea, cough, or
wheezing; rash.

Laboratory Tests

As with other antiarrhythmics, @mnormd liver function teds
paticularly in the early stages of thergpy, have been reported.
Periodic monitoring of liver function should be consdered.
Hepatitis and jaundice have been reported in some patients.

Drug Interactions

Tocanide and lidocaine ae pharmacodynamicaly smilar. The
concomitant use of these 2 agents may cause an increased
incidence of adverse reections, including centrd nervous system
adverse reactions such as seizure,

Specific interaction dudies with cimetidine, digoxin, metoprolol
and warfain have been conducted, no dinicadly Sgnificant
interaction was seen with cimetiding, digoxin or warfarin; but
tocainide and metoprolol had additive effects on wedge pressure
and cardiac index. TONOCARD has dso been used in open
dudies with digitdis, beta-blocking agents, other antiarrhythmic
agents, anticoagulants, and diuretics, without evidence of dinicaly
ggnificant interactions. Nevertheless, caution should be exercised
in the use of multiple drug therapy.



TONOCARD is equdly effective in digitdized and nondigitdized
patients. In 17 patients with refractory ventricular arrhythmias on
concomitant therapy, serum digoxin leves (1.1 + 0.4 ng/mlL)
remained in the expected norma range (0.5-2.5ng/mL) during
tocainide administration.

Carcinogenesis, Mutagenesis, Impairment of Fertility

The carcinogenic potentid of tocainide was sudied in mice using
orad doses up to 300 mg/kg/day (dbout 6 times the maximum
recommended human dose) for up to 94 weeks in maes and 102
weeks in femaes and in rats a doses up to 200 mg/kg/day for 24
months. Tocanide did not affect the type or incidence of neoplasa
inthe 2 sudies.

Tocanide did not show any mutagenic potentid when evauated in
vivo in the micronucleus test using mice a ord doses up to 187.5
mg/kg/day (about 7 times the usud human dose). Also, no
mutagenic  activity was seen in vitro in the Ames microbid
mutagen test or in the mouse lymphoma forward mutation assay.
Reproduction and fertility studies in rats showed no adverse effects
on mde or femde fertility a ora doses up to 200 mgkg/day
(about 8 times the usua human dose).

Pregnancy

Pregnancy Category C. In a teratogenicity dudy in rabbits,
tocainide was administered ordly a doses of 25, 50, and 100
mg/kg/day (about 1 to 4 times the usud human dose). No evidence
of a drug-rdated teratogenic effect was noted; however, these
doses were maternotoxic and produced a dose-related incresse in
abortions and dillbirths. In a teratogenicity study in ras, an ord
dose of 300 mgkg/day (about 12 times the usua human dose)
showed no evidence of trestment-related fetd maformations but
meaternotoxicity and an incresse in fetd resorptions were noted. An
ord dose of 30 mg/kg/day (about twice the usud human dose) did
not produce any adverse effects.

In reproduction studies in rats a maternotoxic oral doses of 200
and 300 mg/kg/day (about 8 and 12 times the usud human dose,
respectively), dystocia, and ddayed parturition occurred which
was accompanied by an increase in dillbirths and decreased
surviva in offspring during the firs week postpartum. Growth and
viability of surviving offspring were not affected for the remander
of the lactation period.

There are no adequate and waell-controlled sudies in  pregnant
women. TONOCARD should be used during pregnancy only if the
potentid benefit judtifies the potentiad risk to the fetus.



Nursing Mothers

Tocanide is secreted in human milk. Because of the potentid for
serious adverse reactions in nurang infants from TONOCARD, a
decison should be made whether to discontinue nursing or to
discontinue the drug, taking into account the importance of the
drug to the mother.

Pediatric Use
Safety and effectiveness in pedidric patients have not been
established.

Geriatric Use

Clinicd dudies of TONOCARD did not incude sufficient
numbers of subjects aged 65 and over to determine whether they
repond differently from younger subjects. Other reported clinical
experience has not identified differences in responses between the
elderly and younger patients. In generd, dose sdection for an
edely patient should be cautious, usudly darting a the low end
of the dosng range, reflecting the greater frequency of decreased
hepetic, rend, or cardiac function, and of concomitant disease or
other drug therapy.

ADVERSE REACTIONS

TONOCARD commonly produces minor, trandent, nervous
sysdem and gadrointestind adverse reections, but is otherwise
generdly well tolerated. TONOCARD has been evauated in both
ghort-term (n = 1,358) and long-term (n = 262) controlled studies
as well as a compassionate use program. Dosages were lower in
most of the controlled studies (1200 mg/day) and higher in the
compassionate use program (1800 mg and more). In long-term (2-6
months) controlled studies, the most frequent adverse reactions
were dizzinessivertigo  (15.3%), nausea (14.5%), paresthesa
(9.2%0), and tremor (8.4%). These reactions were generdly mild,
transent, dose-rdlated and reversble with a reduction in dosage,
by teking the drug with food, or by thergpy discontinuation.
Tremor, when present, may be useful as a dinicd indicator that the
maximum dose is being approached. Adverse reactions leading to
thergpy discontinuation occurred in 21% of patients in long-term
controlled trids and were usudly related to the nervous system or
digestive sysem.

Adverse reactions occurring in greater than 1% of patients from the
short-term and long-term controlled studies gppear in the following
table:



Percent of Patients
Controlled Studies
Short-term  Long-term
(n=1358) (n=262

BODY ASA WHOLE

Tiredness/drowsiness/fatigue/
lethargy/lassitude/d eepiness 1.6 0.8
Hot/cold fedings 0.5 15
CARDIOVASCULAR
Hypotension 34 2.7
Bradycardia 1.8 04
Pelpitations 1.8 04
Chest pain 1.6 04
Conduction disorders 15 0.0
Left ventricular failure 14 0.0
DIGESTIVE
Nausea 15.2 145
Vomiting 8.3 4.6
Anorexia 12 1.9
Diarrhealloose stools 0.0 3.8
NERVOUS
SYSTEM/PSY CHIATRIC
Dizziness/vertigo 8.0 153
Paresthesia 35 9.2
Tremor 2.9 8.4
Confusion/disorientation/
hdlucinations 2.1 2.7
Headache 2.1 4.6
Nervousness 1.5 0.4
Altered mood/awareness 15 34
| ncoordination/unsteadiness
walking disturbances 1.2 0.0
Anxiety 11 15
Ataxia 0.2 3.0
SKIN
Diagphoresis 51 2.3
Rash/skin lesion 04 8.4
SPECIAL SENSES
Blurred vision/visual disturbances 1.3 15
Tinnitushearing loss 04 15
Nystagmus 0.0 11

An additiona group of about 2,000 patients has been treated in a
program dlowing for the use of TONOCARD under
compassionate use circumstances. These paients were serioudy ill
with the lage mgority on multiple drug therapy, and
comparatively high doses of TONOCARD were used. Fifty-four
percent of the patients continued in the program for 1 year or
longer, and 12% were treated for longer than 3 years, with the



longest duration of thergpy being 9 years. Adverse reactions
leading to therapy discontinuation occurred in 12% of patients
(usudly centrd nervous sysem effects or rash). A tabulation of
adverse reactions occurring in 1% or more of patients follows:

Percent of
Patients
Compassionate
Use
(n=1,927)

CARDIOVASCULAR

Increased ventricular

arrhythmias/PVCs 109

CHF/progression of CHF 4.0

Tachycardia 3.2

Hypotension 18

Conduction disorders 1.3

Bradycardia 1.0
DIGESTIVE

Nausea 24.6

Anorexia 11.3

Vomiting 9.0

Diarrhea/loose stools 6.8
MUSCULOSKELETAL

Arthritigarthralgia 4.7

Mydgia 17
NERVOUS SY STEM/PSY CHIATRIC

Dizziness/vertigo 25.3

Tremor 21.6

Nervousness 115

Confusi on/disorientation/hallucinations 11.2

Altered mood/awareness 11.0

Ataxia 10.8

Paresthesia 9.2
SKIN

Rash/skin lesion 12.2

Diaphoresis 8.3

Lupus 16
SPECIAL SENSES

Blurred vision/vison disturbances 10.0

Nystagmus 11

Adverse resctions occurring in less than 1% of patients in ether
the controlled studies or the compassionate use program or since
the drug was marketed are as follows:

Body as a Whole: Septicemia; septic shock; syncope; vasovagd
episodes; edema; fever; chills, cinchonism; asthenia; malaise.
Cardiovascular: Ventricular fibrillation; extenson of acute
myocardid infarction; cardiogenic shock; pulmonary embolism;
anging, AV block; hypertenson; claudication; incressed QRS
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duration; pleurisy/pericarditis, prolonged QT intervd; right bundle
branch block; cardiomegaly; dnus arest; vasculitis orthodatic
hypotension; cold extremities.

Digestive: Hepatitis, jaundice (see PRECAUTIONS), a&bnormal
liver function tedts, pancrediitis abdomina  pain/discomfort;
condipation; dysphagia;  gadrointestind  symptoms  (including
dyspepsa); somatitis; dry mouth; thirst.

Hematologic:  Agranulocytoss;, bone marow  depresson;
golagichypoplagic  anemig; hemolytic ~ anemig; anemig;
leukopenia; neutropenia; thrombocytopenia; eosinophilia

Metabolic and Immune: Hypersendtivity Reection (including
some of the following symptoms or dgns rash, fever, joint pans,
abnormd liver function tests, eosinophilia); increased ANA.

Musculoskeletal: Muscle cramps, muscle twitching/spasm; neck
pain; pain radiating from neck; pressure on shoulder.

Nervous System/Psychiatric: Coma  convulsongsazures,
myasthenia gravis, depresson; psychoss psychic  disturbances,
agitation; decreased mentd acuity; dysarthria; impared memory;
increased suttering/durred Speech; insomnia/deegping
disturbances; local anesthesia; dream abnormdities.

Respiratory: Respiratory arest; pulmonary edema; pulmonary
fibrogs fibrogng dvedlitis pneumonia; interditid  pneumonitis;
dyspnes; hiccough; yawning.

Skin: Stevens-Johnson syndrome; exfoliative dermditis, erythema
multiforme; urticaria; aopecia; pruritus, palor/flushed face.

Special Senses: Diplopiay earache taste perverson/smdl
perversion.

Urogenital: Urinary retention; polyurialincreased diuresis.
Agranulocytos's, bone  marow  depression, leukopenia,
neutropenia, aplastic/hypoplastic anemia, and thrombocytopenia
have been reported (0.18%) in patients receiving TONOCARD in
controlled trids and the compassionate use program. Most of these
events have been noted during the first 12 weeks of therapy. (See
Box WARNINGS))

Pumonary fibrods interditid pneumonitis, fibrosng dvedlitis,
pulmonary edema, and pneumonia, have been reported in patients
receiving TONOCARD. The incidence of pulmonary fibrogs
(induding interdtitidl  pneumonitis and  fibrosng dveodlitis)  was
0.11% in controlled trids and the compassonae use program.
These events usudly occurred in serioudy ill patients. Symptoms
of these pulmonary disorders and/or x-ray changes usudly
occurred following 3-18 weeks of therapy. Fatdities have been
reported. (See Box WARNINGS))

11



A number of disorders, in which a causd rddionship with
TONOCARD has not been edtablished, have been reported in
serioudy ill  paients These incdude rend falure, rend
dysfunction, myocardiad infarction, cerebrovascular accidents and
trandent ischemic attacks. These disorders may be related to the
patient's underlying condition.

DRUG ABUSE AND DEPENDENCE

Drug withdrawd after chronic treatment has not shown any
indication of psychologicd or physica dependence.

OVERDOSAGE

The initid and mogt important signs and symptoms of overdosage
would be expected to be rlated to the central nervous system.
Other adverse reections, such as gastrointestind  disturbances, may
follow. (See ADVERSE REACTIONS,)

Should convulsons or cardiopulmonary depression or arest
develop, the patency of the arway and adequacy of ventilation
must be assured immediatdy. Should convulsons persst despite
vetilaory  therapy  with oxygen, gmndl increments  of
anticonvulsve agents may be given intravenoudy. Examples of
such agents include a benzodiazepine (eg, diazepam), an
ultrashort-acting barbiturate (eg, thiopentd or thiamyld), or a
short-acting barbiturate (eg, pentobarbital or secobarbital).

The ord LDsg of tocainide was calculated to be about 800 mgkg
in mice, 1000 mg/kg in rats, and 230 mg/kg in guinea pigs, deeths
were usualy preceded by convulsions.

Studies in normd individuds to date indicate that tocainide has a
hemodidyss cearance approximady equivdent to its rend
clearance.

DOSAGE AND ADMINISTRATION

The dosage of TONOCARD mug be individudized on the basis of
antiarrhythmic response and tolerance, both of which are dose-
related. Clinicd and dectrocardiographic  evaduation (including
Holter monitoring if necessary for evauation) are needed to
determine whether the desred antiarrhythmic response has been
obtained and to guide titration and dose adjusment. Adverse
effects gppearing shortly after dosing, for example, suggest a need
for dividing the dose further with a shorter dose-interval. Loss of
arhythmia control prior to the next dose suggests use of a shorter
dose interval and/or a dose increase. Absence of a clear response
suggests reconsderation of therapy.
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The recommended initid dosage is 400mg every 8 hours. The
usual adult dosage is between 1200 and 1800 mg/day in a three
dose daly divided regimen. Doses beyond 2400 mg per day have
been adminigered infrequently. Petients who tolerate the t.i.d.
regimen may be tried on a twice daly regimen with careful
monitoring.

Some paients, particularly those with rend or hepatic imparment,
may be adequately treated with less than 1200 mg/day.

HOW SUPPLIED

No. 3409 — Tablets TONOCARD, 400mg, ae ovd, ydlow,
scored,  film-coated tablets, coded 707 on one sSde and
TONOCARD on the other side. They are supplied as follows:

NDC 0186-0707-68 bottles of 100

No. 3410 — Tablets TONOCARD, 600 mg, are oblong, yelow,
scored,  film-coated tablets, coded 709 on one sde and
TONOCARD on the other side. They are supplied asfollows:

NDC 0186-0709-68 bottles of 100

Storage

Store at 25°C (77°F); excursons permitted to 15-30°C (59-86°F)
[see USP Controlled Room Temperature]. Keep container tightly
closed.

TONOCARD is atrademark of the AstraZeneca group
© AstraZeneca 2000

Revised September 2000

Manufactured for: AstraZeneca LP, Wilmington, DE 19850
By: Merck & Co., Inc., Whitehouse Station, NJ 08889, USA
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