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INDICATIONS AND USAGE
Nitroglycerin Is indicated for the acute rellef of an attack or acute prophylaxds of angina pectorts dus to coromary artery diseass.
CONTRAINDICATIONS

Allergic reactions to organic nitrates are extremely rare, but they do occur. Niroglycerin Is contralndicated (n patients who are allergic to it

Sublingual n rin th is contraindicated In patients with ocardial infarction, Severe anemia, increased Irtracranty re,
mdmgsema?%wnmmwmnmmmm vy . pressd

Administration of Nitrostat (n in tablets, USP) Is contraindicated tn patients who are using Viagra® since Viagra has been shown t
mmmmmm&%mmcm.) V" doce Vg ’
WARNINGS

Thahmemsufsuhllngwlmm%‘mlnpaﬂammmmmymﬂlnwwmwwnmmtm' have not been estabished. It
moalecdtsoto mnltruglyceinnm ese conditions, careful ciinical or hemodynamic monitoring must be used because of the possibility of
hypotension and tachycardia.

PRECAUTIONS

Goworal: Only the smallest dose required for effective refief of the acute anginal attack should be used. Excessive uss may lsad to the
development of tolerance. Nitrostat are intendad for sublingual or buccal administration and should not be swallowed.

Severs ypatenslon, particuary with Upht postue, gy occtr with sl doses o i, This drug should thersfors be usad with
caution In patents ' ¢ :
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Nitrate therapy may aggravate the angina causad by hypertrophic cardiomyopathy.
A8 tlrasto other fors o rogcedevelops, e efect of bl ivughceinon exercis olraros, ihough st obsrvae, s

In Industrial workers who have had long-term exposure to wiknown (presumably high) doses of organic nitrates, tolerance oceurs. Chest
Nh,a:ummyowdhlmm.wWammmeummggwmﬁ;Gmmmm
demonstrating the existence of true physical dependence.

Several clinical trtals of fin of infusions in patients with 1i$ have evaluated which tncorporated a 10 to 12
hournmmmwmdm.mmhm wo'?%mumm o free interval was observed Ina
small number of patients. In one trial, patients had decreased exerciss at the end ¢f the nitrate nterval, rebound has
bean observed only rarely; on the ather hand, few studies were o designed that rebound, If It had occurred, wobid have Deen detected.
Nitrate tolerance as a result of sublingual n administration s probably possible, but only in who maintain Ngh continuous
'rﬁmlwdstwmomm100rig‘goms mwmwmwmﬁwuﬁw of scores of taplets dally aud Is

The rug should be discortinued If biurring of vision or drying of the mouth occurs. Excessive dasage of nitroglyverin may produce savers
Inforusation for Putiewts: i possibie, patients shouid it down when taking Mirostat tabets, This oliminates the possibity of fallng dus o
lightheadedness or dlnmessp ' .

Nitraglycerin may produce a buming or tingling sansation when administered subl » however, the abllity to produce a buming or
tingling wmﬂ"zuy should not be cor:%l anrgalm method for determining the uamrd the tabiets. U?Y

Headaches can sometimes accompary treatment with nitroglycerin. In patients who get thesa headaches, the haadaches may be a marker of

the activity of the drug. |
Treatment with nitroglycerin may be assoctated with lighthaadedness on standing esnpoa‘dalulustafbrdstufromamunwunorm

poaition. This etfect may be move irequent in patients Who trave aiso consumed 2o
Nitroglycerin shouid be kept in the original giass container, tightly capped. l
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Druy Ietoractions: Patients recelving antihypertensive drugs, beta-adrenergic blockers, or gtmclhlazlm and nitrates shoukt be obsarved for
possible additive hypotensive ellects Marked orthostatic hypotension has heen reported um channel blockers and organic nitrates
wers used concom

Concomitant use of nm'ms and alcohol may cause hypotension.
The vasodilatory and hemodynamic effects of nitroglycerin may be enhanced by concomitant admlnlstmion of aspirin,

Intravenous administration of nitroglycerin decreases the thrombotytic effect of alteplase. Therefore, caution should be observed in patients
receiving Sublingual nitrogtycerin during alteplase therapy.

Intravenous nitr rin reduces the anticoagulant effect of heparin and activated partial thromboptastin imes (APTT) should be monitored
in patients n'é“ heparin and Inhavmgt??g nitroglycerin. It is not known ff this occurs fodowing single sublmld nitroglycerin doses.
Tricyclic amidepressants, (am ne, desipramine, doxepin, others) and anticholingergic drugs may cause dry mouth and diminished
salr?vary sacretions. This ( ?ﬁd&dm of sublingual n nn dmlcutt lrmaslng &?«aﬂon with chewing gum or artifickl saliva
products may prove useful in alding dissolution of sublingual nitr

Oral administration of nitroglycerin nark:? decreases the first-pass nwtabo!lsm of diydrosrgotamine and subse m% increases its oral
bioavallablity. Ergotamine is known to p na pectorts. Therefore, receiving sublingual nitroglycerin should avold
ergotamine and reiated drugs of be monitored for symptoms of ergotism I this is not possible.

Administration of nitroghycerin is contraindicated in patients who are using Viagra (siidenafil citrate). Viagra has been shown to potentiate the
hypotensive etfects of organic nitrates.

A decrease In therapeutic effect of sublingual nitroglycerin may result from use of long-acting nitrates,
%u‘ghomuy Tost Interactions: Nitrates may interfere with the Jatkis-Zak color reaction causing a false report of decreased serum

Carsin D:&utds, Mutagenssis, Impairment of Fertility: Animal carcinogenests studles with sublmlally administered nitroglycerin have not

wptddm of dietary nitrogiycerin for 2 developeddos&tehbdﬁbmﬂcmmoplmﬂcdn es in liver,
lmludi\g wdnutms and mwmmm At high dose, the incidences of Jutar carcinomas in was 48% and in

famales was 33% compared to 0% in untreated contros. Incidences of festicular tumars were 52% vs 8% In cortrols. Lifetime dietary
administration of up to 1058 mg/kg/day of nitroglycerin was not tumorigenic in mice.

Nitroglycerin was weakly mutagenic in Ames tests performed in 2 different laboratories. Neve , there was no evidence of mutagenicity

l&lmémodmlmlmMmmmmmmuploaboutmmlkg/thy or i ex vivo cytogenetic tests in rat and

0g tissues

lna nemion uction rats recelved ditary nitroglycerin at doses up to about 434 mg/kg/day for 6 months prior to mating of
390 mmswmnumu through smtﬁyw gnerations. The high dpse wasd?agsmm with decreased feeg

lntake and bodywei t gain In bath Sexes @t all matings. No on the fertility of the F galemion was seen. infertility noted in

%uan ons, however, was attributed to Imreased lnte:smhi cell tissue and In the high-dose males. In this 3-
sgcy there was no clear evidence gf teratogenicity.

P;;mr.y Catagory C: Animal reproduction and teratogenicity studies have not been conducted with nitroglycerin sublingual tablets.

studleslnmsandmbblts however, were conducted with topically applied n rin ointment at doses up to 80 d and
day, respectively. Notoxiceﬂectsondamsorfetusaswemseei“:’!nytanyaoselgg%ce wp mg/kg/day

%are no adequate and wed-controlled studles in pregnant women, Nitroglycerin should be glven to a pregnant woman onty if clearly

lmllk others: It is not known whether nmoghtycodn Is excreted in human milk. Because many drugs are excreted in human milk, caution
should be exercised when nitroglycerin is administered to 3 nursing woman.
Pedistric Use: The safety and effectiveness of nitroglycerin in pediatric patients have not been estabiished.
Gertatric Use: Clinical studies of Nltrosla: did not nclude sufficient numbers of subjects age 65 and over to determine whether they respond
dmetmttytm younger subjects. Other reported clinical experience has not identified d in responses between the eiderly and
patients. in general, dosesaiecﬂwto:aneldeny nt should be cautious, usually starfing at the low end of the dosing range,
uﬁqﬁwgmterﬁequyofdecrmedhepm , or cardiac function, and of concomitant disease os other drug therapy.

ADVERSE REACTIONS

Headmmdn be seve isistent may occur immediately after use. Vertigo, dizness, weakness, palpitation, and other
rmy hypomx devel occaslonally, panicu her&tmmobl patients. mﬁmﬂgwmom doses.
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OVERDOSAGE ’
HEMODYNAMIC EFFECTS: The effects of rin overdose ars generally the results of nitroglycerin's to induce vasodilatation,
VU oolg, ocueed Carti osput 31 Tunson e hevodyranic chnges may e Dol e Including
Increased Intracranlial pressure, with any or all mﬂmmmhbim headache, confusion, and moderats fever; vertigo; papitations;
tachycardia; visual disturbances; nausea and vomitng (possibly with cofic and even bioody diariiea); syncope ( In the uprlg
gostum): dyspnea, later followed by reduced ventilatary effort, diaphoresis, with the skin efther flushed or cold ana clammy; heart block and
radycardla; paralysls; coma; seizures; and death. :

No specific antagonist to the vasodiiator effects of n s known, and no intervention has been Subject to controfied study as a
therapy of rin overdosa. Becausa the nassowtedwlﬂ:nmgmwm overdose Is the result of venodiktation and arterial
hypavolamia, prudent therapy in this situation should be directed toward increase [ central fluid volume. Passive elevation of the patient's
legs may be sufficlent, but| ous Ifusion of normal safine or similar fluld may also be necessary.

The uss of epinephrine or other arterial vasoconstrictors in this setting is Rkely to do more harm than good.

In patients with renal disease or congestive heart fallurs, resulting i central volume expansion is not without hazard. Treatment of
nﬁ'ggmn overdose In these patients may be subtle and m%manmm may be required.

:ETHEMO&LOBINEM&O %? ob%um has been ”%'&W In W Mrt;l &rgalugm % Tha dlagnosis ghogugga all
pationts ns of impalred oxygen despite cardiac 0 equate artorial PO, \
oglobinemic blood is describad as chocolate brown, Mﬂw’ztcolordlaalgeonwosum fo air.

It methemoglobinemia fs present, intravenous administration of methylens bive, 1 to 2 m/kg of body welght, may be required.
DOSAGE AND ADMINISTRATION

(e tablet should be dissoived under the tongue or in the buccal pouch at the first nofanacuteangmalmm:ddoso

be repeated
mﬁrﬂdymwsmmw.unﬁmlieﬂsmmd.lfm persists after a total of 3 tablets in a 15-min , prompt medical
monlsracomended.Nmustatmybowedpmphyhct’&h;ym10nﬂnmmmomaglngInwmgmmﬁﬁwman

During administration the patient should rest, preferably (n the siting position.
No dosage adjustment Is required in patients with renal failure.

HOW SUPPLIED
Nitrostat is supplied as white, round, flat-faced tablets in 3 strengths (0.3 mg, 0.4 mg, and 0.6 mg) in botties containing 100 tabiets each, with
color-coded tgls. and in color-coded Patient Convenlence Padm‘ot 4nb‘gtllm 3'35 tablets '2'31 "
0.3 mg (1/200 gran): Coded “N on one side and °3" on the other,
N 0071-0417-24—Bottle of 100 tablets
04 mg (1/150 grain): Coded “N on one Side and “4” on the ather.
N 0071-0418-13—Convenience Package
N 0071-0418-24~Bottle of 100 tablets
0.6 mg (1/100 grain): Coded “N” on ona side and “6” on the other.

N 0071-0419-24—Bottle of 100 tablets
Store ot Controlied Room Tomperature 20% 25°C (63°- 77°F) {see USP],
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Manufactured by:
Parke Davis
Pharmaceuticals, Lid.
Vega Baja, PR 00694

Distributed by:
PARKE-DAVIS

Div of Wamer-Lambert Co
Motris Plains, NJ 07850 USA
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