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Your mixed angina patients can becomemore
. active...with PROCARDIAZ (nifedipine) '
- protection. Theyll be pain-free more ofthe ~ +
- time and find their need for nitroglycerin -~
" greatly reduced! Theyll be able towork harder .~
“exercise more2 And be more active participants o L
in their own lives once again. e T

feeling better...doing more
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(NIFEDIPINE) =77

Protection in Mixed Angina

Please see PROCARDIA® (nifedipine) brief summary on next page.



Brief Summary
PROCARDIA® niied'ginn Capsules For Oral Use
INDICATIONS AND USAGE: |. Vasospastic Angina: PROCARDIA (nifedipine) is indicated for the manage-
ment of vasospastic angina confirmed by any of the following criteria: 1) classical paltern of angina at rest ac-
companied by ST segment elevation, 2) angina or coronary artery spasm provoked by ergonovine, or 3)
angiographically demonstraled coronary artery spasm. In those patients who have had angiography, the pres-
# * encedofhsign;:\cagtlixed abslructive dtisri’asaelgggtdgck%mfa!ibie with the diagnosis ul;asuspaslic angina, pro-
vided that the above criferia are satisfied. IA may also be used where the clinical presentation
fee]lng bel 1 er, e dOIng 1 1 Iore suggesls a possible vasospastic component but where vasospasm has not been confirmed, e.g., where pain has
avariable threshold on exertion or in unslable angina where electrocardiographic findings are compatible with
intermittent vasospasm, or when angina is refraclory lo nitrales and/or adequale doses of beta blockers.
o i > : II. Chronic Stable Angina ![:Iassical Effort-Associated Angina): PROCARDIA is indicated for the manage-
e i : ; ment of chranic slable angina (effort-associated angina) without evidence of vasospasm in palients who remain
symplomalic despite adequate doses of beta blockers and/or organic nilrates or who cannol tolerate those agents.

In chronic stable angina (elfor{-associated angina) PROCARDIA has been effective in controlled trials of up
lo eight weeks duration in reducing angina frequency and increasing exercise tolerance, but confirmation of
sustained effectiveness and evaluation of long-term safety in these palients are incomplete.

Controlled studies in small numbers of palients suggest concomilant use of PROCARDIA and bela-blocking
agents may be beneficial in patients with chronic stable angina, but available information is not sufficient to
predict with confidence he effects of concurrent treatment, especially in paients with compromised left ven-
tricular function or cardiac conduction abnormalities. When intraducing such concomitant therapy, care must
be taken o monitor blood pressure closely since severe hypolension can occur from the combined effects of
the drugs. (See WARNINGS.)

CONTRAINDICATIONS: Known hypersensilivily reaction to PROCARDIA.

WARNINGS: Excessive Hypotension: Although in most patients, the hypotensive effect of PROCARDIA is
modest and well toleralted, occasional palients have had excessive and poorly tolerated hypotension. These re-
sponses have usually occurred during initial titration or at the time of subsequent upward dosage adjusiment,
and may be more likely in patients on concomilant beta blockers

Severe hypolension and/or increased fluid volume requirements have been reported in patients receiving
PROCARDIA together wilh a bela blocking agent who underwent coronary artery bypass surgery using high
dose fentanyl anesthesia. The interaction with high dose lentanyl appears lo be due to the combination of
PROCARDIA and a beta blocker, but the possibilily thal it may occur with PROCARDIA alane, with low doses of
fentanyl, in other surgical procedures, or with other narcotic analgesics cannot be ruled out. In PROCARDIA|
trealed patients where surgery using high dose fentanyl anesthesia is contemplaled, the physician should be|
aware of these polential problems and, il the patient’s condition permits, sufficient time (at least 36 hours)
should be allowed for PROCARDIA to be washed out of the body prior to surgery.

Increased Angina and/or Myocardial Infarction: Rarely, palients, particularly those who have severe ob-
structive coronary arlery disease, have developed well documented increased frequency, duration and/or se-|
verily ol angina or acute myocardial infarction on starting PROCARDIA or at the time of dosage increase. The)
mechanism of this effecl is not established.

Beta Blocker Withdrawal: Palients recently wilhdrawn from beta blockers may develop a withdrawal syn-
drame with increased angina, probably related to increased sensitivily ta catecholamines. Initiation of
PROCARDIA treatment will not prevenl this occurrence and might be expecled to exacerbale it by provakin
reflex catecholaming release. There have been occasional reporls of increasedanginaiin a setting of beta blocke
withdrawal and PROCARDIA initiation. It is important to taper beta blockers if possible, rather than stoppini
them abruptly before beginning PROCARDIA.

Congestive Heart Failure: Rarely, patients, usually receiving a beta blacker, have developed hear! failure afte
begmning[FHOCAHDIA. Palients with light aortic slenosis may be at greater risk for such an evenl.
PRECAUTIONS: General: Hypotension: Because PROCARDIA decreases peripheral vascular resistance,
carelul monitoring of blood pressure during the initial administration and titration of PROCARDIA is suggested

@ Close observation is especially recommended for patients already taking medications that are known lo lowes
blood E)ressu!e (See WARNINGS.)

Peripheral edema: Mild to moderate peripheral edema, typically associated with arterial vasodilation an
not due to left ventricular dysfunction, occurs in about aneiin len patients treated with PROCARDIA. This edem
oceurs primarily in the lower extremities and usually responds to diurelic therapy. With patients whose angin
is complicated by congeslive hearl failure, care should be taken to dilferentiate this peripheral edema from th
effects of increasing left ventricular dysfunction.

Lahoratory tests: Rare, usually transient, but occasionally significant elevations of enzymes such as alka

line phosphatase, CPK, LOH, SGOT and SGPT have been noted. The relalionship loa PROCARDIA therapy is un

CHJDSU/ES TO mg and 20 mg certain in most cases, but probable in some. These laboratory abnormalities have rarely been associaled witl
clinical symptoms, however, cholestasis with or without jaundice has been reported. Rare instances of allergi
hepatitis have been reported.

Limited clinical studies have demonslrated a moderate but stalistically significant decrease in platelet ag
gregalion and increase in bleeding time in some PROCARDIA (nifedipine) patients. No clinical significance fo

Eﬁ-ecﬁve dosage Iange these I|(rjrdings has been demanstrated. Positive direct Coombs test with/without hemolytic anemia has bee
— reportet

Although PROCARDIA has been used salely in patients with renal dysfunction and has been reported to exer

[ abeneficial effect in cerlain cases, rare, reversible elevations in BUN and serum crealinine have been reporle

IS 30,_, l ?0 m a in patients with pre-existing chronic renal insufficiency. The relationship to PROCARDIA therapy is uncertain i
most cases but probable in some

Drug interactions: Bela-adrenergic blocking agents: (See INDICATIONS AND WARNINGS.) Experience i

over 1400 patients ina non-comparative clinical rial has shown thal concomitant administration of PROCARDI

FOI.' most patients, start with 10 mg tid., and titrate over 7 to 14 days, and bela-blocking agents s usually well toleraled, but there have been accasional literature reports suggestin
usmg the patlent’s blOOd pressure response, attack frequency, m?ég?ﬂ%omnmatmnmaypu:;rceaseEhehkel:}hoodlnfcnngeslwe hearl failure, severe hypotension or exacerbaliol
T i o T 1 . H Long-acling nitrates: ARDIA may be salely co-administered with nitrates. but there have been na con
sublxtr:gual mtrog]cyi/cenn m(tjake a_rfld activity level as a guide. Titration ol Smms\ftu eialat e %rgggg;‘ngllfuecliuznessol i combinton = o
i igitalis: Administration ol with digoxin increased digoxin levels in nine of twelve normal vo
_may = OIEap! {e'g" 3 ays] ! Symptoms warrant and the pat}ent untes?rs The average increase was 45%. Another ignvesliqalurlnurad no increase in digoxin levels in thirtee
1S observed closely. patients with coronary arlery disease. In an uncontrolled study of over two hundred patients with congestivi
nhearl 'ITailmg during‘ u;hlijcn uigloxmf biu[nd I\eveptshw(lere rtmgljr;_easu:e‘ﬂ, d;gll_a:lis toxicity wa; gﬂtﬁe{l}garueq. ‘Sin(‘:
v : there have been isolated reports of patients with elevated digoxin levels, it is recommended that digoxin leve
Because PROCARDIA decreases peripheral vascular resistance be monilored when iniliatfng, adiupsting‘ and uiscnnlmuir[i]g PROCARDIA to avoid possible e or under
i i i i digitalization
(OCC‘?SlO_naI F}alg]lentds have hadC?XCIESS%VQ hy]potensmn), careful gCoum?rm anhlr:oagulan!s:Th;é&gfg;;gfgnrarebepunsohncreased prothrombin time in patients taking cou
1 ini i marin anticoagulants to whom was adminisiered
monitori ng o QO pres_sure uring Initia admlms'[rat!on and 3 Cimee‘»dine:gA sludy in six healthy volunteers has shown a significant increase in peak nifedipine plasma ley
upward dosage titration is suggested, espemaIIy for patients taklng els (80%) and area-under-the-curve (74%) aller a one week course of cimetidine at 1000 mg per day and nifed
5 % ipine al 40 mg per day. Ranitidine produced smaller, non-significant increases. If nifedipine therapy is initiate
other drugs known to lower blood pressure. Occasional patients have in a palient currently receiving cimetidine, caunou:'lilllal'ln is advised. ' e
; 3 . i i i is, i i t of fertility: Nifedipine was administered orally to rats
dEVel.OPEd increased frequency. duration or severity of angina on Iwa years and was not shown to be carcinogenic. When givertxvtu lalspr?urlo mating, nifedipine cau;‘ed reduce
starting PROCARDIA or at the time of dosage increases. S s ren oty SEshediaiin teoobiendiman dhoe 0 Vi S AL e

Pregnancy: Pregnancy Category C. Nifedipine has been shown to be leralogenic in rats and embryoloxic i
rats, mice and rabbits. There are no adequale and well controlled sludies in pregnant women. PROCARDI,

Oﬂé{s a faVOIab]e should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus.
T ADVERSE REACTIONS: The most comman adverse events include dizziness or lightheadedness, peripher.
edema, nausea, weakness, headache and flushing, each occurring in aboul 10% of patients, transient hypote
e. sion in aboul 5%, palpitation in about 2% and syncope in about 0.5%. Syncopal episodes did nat recur wi
Sa e I’O e reduction in the dose of PROCARDIA or concomilant antianginal medication. Adgitionally, the fallowing ha
been reporled: muscle cramps, nervousness, dyspnea, nasal and chest congestion, shortness of breath, dia

rhea, constipation, gastrointestinal cramps, flatulence, inflammation, joint stiffness, shakiness, jitterines:

= - 2 sleep disturbances, blurred vision, difficulties in balance, dermatitis, pruritus, urticaria, fever, sweating, chill

Most fmquemly TepOffed Sld€ Effe‘:ts aSSOCIatEd WIth PROCARDIA sexual dilficulties, |hromhncymplemla,‘a{;leérlua;\eukopewa. purpura, allergic Tepali;is‘ GiTgiiva! hvpgrptlnas;

- i i771 i 7 depression, paranoid syndrome, transient blindness at the peak of plasma level, erythromelalgia, and arthri

therdpy’ USU&' ly mi |d are dlzzmess or llghtheadedness' perlpht_eral ¢ wilph ANA( -|~}‘Ve:yrargly,inimduct\qn olPHOCARD\AIherapywasgssucwaled wilh};ninr.‘reasg;nanginamai
edema, nausea, weakness, headache and flushing, each occurring in possibly due fo associated hypolension.

o 5 : E 5 = : 3 Inaddition, more serious adverse events were observed, not readily dislinguishable from the natural histo
about 10% of patients; transient hypotension in about 5%:; palpitation ollllpeddiifase wgﬁiessl pa[licms, It remains %DSS'T;; naweve, (il some of Tanyhofth?svi evens were dr
. A related. Myaocardial infarction occurred in about of patients and congestive heart failure or pulmona
in about 2%; syncope in about 0.5%. edema in about 2%. Venlricular arrhythmias or conduction disturbances each occurred in fewer than 0.5%

palients.

HOW SUPPLIED: PROCARDIA soft gelatin capsules are supplied in:

Bollles of 100: 10 mg (NDC 0069-2600-66) orange #260; 20 mg (NDC 0069-2610-66) orange and light bro
#261 Bottles of 300: 10 mg (NDC 0069-2600-72) orange #260; 20 mg (NDC 0069-2610-72) orange and lig

References: brown #261. Unit dose packages of 100: 10 mg (NDC 0069-2600-41) orange #260; 20 mg (NDC 0069-261
1. Sione PH, Mur}qf JE, Turi ZG, et al: Efficacy of nifedipine therapy in patients with refractory angina 41) orange and light brupwn #gm‘ o i .

pectoris: Significance of the presence of coronary vasospasm. Am Heart J 1983; 106:644-652 The capsules should be protected from light and moisture and stored at controlled room temperature 59°
2. Morse JR, Nesto RW: Double-blind crossover comparison of the antianginal effects of nifedipine and 77°F (15° ta 25°C) in the manufacturer’s original container

L}s_t;gg%bﬂ%:ilmtrate In patients with exertional angina receiving propranolol. J Am Coll Cardiol 1985; More detailed professional infarmation available on request. Revised June 1986 © 1982, Pfizer I
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