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INDICATIONS AND USAGE

Nitroglycerin Is indicated for the acute rellef of an attack or acute prophylaxs of angina pectoris due to coronary astery disease.
CONTRAINDICATIONS
Allergic reactions to organic nitrates are extremely rare, but they o occur. Nitroglycerin Is contraindicated In patients who are allergic to it

Sublingual n rin therapy is comral [ with ocardial infarction,
mmg& moglycenwa?pysc nd!catednwlems ety my jon, Severe anemia, increased intracrankyl pressure,

Adminstraon of Nitrosat (nfroglycerntaies, USP)Is ontraindicated inpatents who 2 s ra® since Viagra has been
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Drug Interagtioas: Patients receiving antihypertensive drugs, beta-adrenergic blockers, omotnazlm and nitrates shoukt be observed for
pmslb&:idmve hypotensive effects. Marked orthostatic hypatension has reported um channel blockers and organic nitrates
wens concom .

Concomitant use of nitrates and alcohol may cause hypotension, f
The vasodilatory and hemodynamic effects of nitroglycerin may be enhanced by concomitart administration of aspirin.

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

Intravenous nitr in reduces the anticoagulant effect of heparin and activated partial thromboptastin times (APTT) should be monitored
in patients nta'ce heparin and lnuavm:t??g nitroglycerin. It is not known i this occurs fodowing single sublingual nitroglycerin doses.
Tricyclic antdepressants, (am| ne, desipramine, doxepin, others) and antichelingergic drugs may cause dry mouth and diminished
sa?vary secretions. This ( ?idbsdlmgtl of sublingual n fin difficult Increasing ﬁvzﬁm with chewing gum or artifick saliva
products may prove useful n alding dissolution of sublingual nitroglycerin.

Oral administration of nitroglycesin narkrﬂr decreases the first-pass metabolism of diydroergotamine and subsequently increases its oral
P!

bioavaltabllity. Ergotamine Is known to na pectorts. Therefore, recaiving sublingual nitroglycerin should avold
omownlnengmﬁr%lm dmsmbemuﬂtomgy?n‘pmm of ergotism i this is not possible. e

Administration of nitroghycerin is contraindicated in patients who are using Viagra (sildenafil 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.
&mmuy Tost Iuteractions: Nitrates may interfere with the Zatkis-Zak color reaction causing a false report of decreased serum
TOR.

%ﬂg&n&g, Mutagenusis, Impairment of Fertilily: Animal carcinogenesis studies with sublingully administered nitroglycerin have not
omed.

Rats receiving up t0 434 m of detary nitroghycerin for 2 years developed dose-refated ﬂb!roﬂc and neoplastic chianges in liver,
including wd:gms and ﬁ’&“’ wlet?irftyiors in testes. Al hlgm. the Incidences of Jutar carcinomas in was 48% and in
famales was 33% compared to 0% In untreated controls. (ncldences of testicular tumors were 52% vs 8% In controls. Ufetime dietary
administration of up to 1058 mg/kg/day of nitroglycerin was not tumorigenic in mice.

Nitraglycerin was weakdy mutagenic in Ames tests performed In 2 different laboratories. Neve, , there was no evidence of mutagenicity
gla:l“gvlvodunlmntlwnlmvdmmmstmedwtmdoswupiomoutmmﬁm/@y. . OF In ex vivo cytogenetic tests (n rat and
og tssues.

In a 3-generation reproduction study, rats recetved distary nitroglycerin at doses up to about 434 mg/kg/day for 8 months prior to megg of
the F, generation with treatment continuing through successive F, and F, generations. The high dpse was associated with decreased f
intaké and body weight gain n bath sixes 2t a matings. No Specdic eftéct on the fertily of the F, generation was seen. ifertity noted In
smuem ons, however, was attributed to increased interstitial cell tissue and aspenmt’)oems In the high-dose males. In this 3-
g on sgdymerevm no clear evidence of teratogenicity.

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

studies in rats and rabbits, however, were conducted with t led n rin ointment at doses up to 80 'day and
280 day, respectively. No toxic effects on dams or fetuses momamp‘yamw P oy

T};cr;dare no adequate and wed-controlied studies in pregnant women. Nitroglycerin should be glven to a pregnant woman only if cleary
needed.

Nersing Mothers: It is not known whether nitrogiycerin is excreted in human milk. Bacause 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 nitroglycein in pediatric patients have not been estabiished.

Gerlatric Use: Clincal studies of Nitrostat did not Include sufficient numbers of subjects age 65 and over to determine whether they respond
differentty from younger subjects. Other reported clinical experience has not identified dlﬂammln responses between the eiderty and
younger patients. In general, dose selection for an dderg“yaraﬂem should be cautious, usually starting at the low end of the dostng range,
mﬂugg the greater frequency of decreasad hepatic, renal, or cardiac function, and of concomitant disease os other drug therapy.

ADVERSE REACTIONS
Headache which may be severe and persistent may occur immediately after use. Vertigo, dizziness, weakness, palpitation, and other
manifestations %mms&e o w9 g

Nitrostate (Nitroglycerin Tablets, USP)

0 n may develop occaslon .pmﬂcuh%mmmwb ems.MarkedsensIMgtom
effects of nitrates (rrmlfesmdm{;y nausea.op vouih?.lywealm. oresis, 4 Moolapse) may occur & c doses.
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OVERDOSAGE ‘
HEMODYNAMIC ERFECTS: The effects of rin overdose are generally the results of nitroglycerin's to induce vasodilatation,
venous pooling, reduced cardiac output, m%m These ; wﬁ may mgprm%. Including
Increased Intracranial pressure, with any or all of throbbing headache, confusion, and moderats fever, vertigo; palpitations;
tachycardia; visual disturbances; nausea and vomiting (possibly with cofic and even bloody diarhea); syncope ( In the uprg
mﬁﬁm& later followed by reduced ventiiatory effort, diaphoresls, with the skin either flushed or cold and clammy; heart block and
; paralysls; coma; setzures; and death. :
No specific nist to the vasodilator etfects of nis known, and no intervention has been subject to controliad asa
therapy of n rin overdoss. Bacause the n 2ssociated nmgz.wm overdose lstrmesbmcgoi modhhﬂm%d arterial
hypovolamia, prudent memb situation should be directed toward increase n centra) fiuid volume. Passive elevation of the patient's
legs may be sufficlent, but | ous Imfusion of normeal saline or similar fluld may also be necessary.

The use of epinephirine or ather arterial vasoconstrictors In this satting is Rkaly to do more harm than good.

In patients with renal disease or congestive heart fallurs, therapy resulting by centra) volume e on i3 not without hazard, Treatment of
nluv:gwnn wetdweInmmmmusummdg&am%mnmmmmmm

gETHEMOGLOBINEMIA: Mvem%mummbm ported in assoctation with organic nitrates. The diagnosis should be
1

L
in pationts who exhibit slgns of impalred oxygen delivery despite adequate cardiac output and adequate arterial PO,. Classically,
oglobinemic blood Is desc mmm.m%mmﬁmmumm. % y

it methemoglobinemia Is presant, intravenous administration of metryiene biue, 1 to 2 mg/kg of body weight, msay be required.
DOSAGE AND ADMINISTRATION

One tablet should be dissolved under the tangue or In the buccal pouch at the first slan of an acute anqinal attack, The doss be repeated
every § minutes, until reflet is obtained. If the paln persists after a total of 3 tablets In a 15-minute period, rommw
mmlsmmmded.umsmlmybowedp wlyStownﬂnmmrtomgwmginacmmd)nswmwplman

During administration the patient should rest, preferably (n the siting position.
No dosage adjustment Is required In patiets with ressal failura.

HOW SUPPLIED
Nitrostat is supptied as white, round, flat-faced tabiets in 3 strengths (0.3 mg, 0.4 mg, and 0.8 mg) in botties containi 100 tablets each, with
color-coded | and in color-coded Patient Convenlence Padm‘ot Atggmes ms tablets '2'31 "
0.3 mg (1/200 graln): Coded “N” on one side and *3" on the other,
N 0071-0417-24—Botthe of 100 tabiets
04 mg (1/150 gran): Coded “N” on one side and “4” on the ather.
N 0071-0418-13—Convenlence \
N 0071-0418-24~Bottle of 100 tabiets !
0.6 mg (17100 grain): Coded “N" on one side and “6” on the other.
N 0071-0419-24—Bottie of 100 tablets
Stare of Controlied Roam Tomporatare 20™ 25°C (63°- 77°F) {see USP].
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