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



Brief Summary 
PROCARDIA® (nifedipine) 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 pattern of angina at rest ac- 
companied by ST segment elevation, 2) angina or coronary artery spasm provoked by ergonovine, or 3) 
angiographically demonstrated coronary artery spasm. In those patients who have had angiography, the pres- 

° ‘. ence of significant fixed obstructive disease is not incompatible with the diagnosis of vasospastic angina, pro- 
vided that the above criteria are salslied. PROCARDIA may also be used where the clinical presentation eeling better...doing more ee ee ena ene 
a variable threshold on exertion or in unstable angina where electrocardiographic findings are compatible with 
intermittent vasospasm, or when angina is refractory to nitrates and/or adequate doses of beta blockers. , HI Ghroni Stabe Angina (Cassel Etort-Asocated Angin): PROCARDIAsndcated fo Te nare 

: ‘ment of chronic stable angina (effort-associated angina) without evidence of vasospasm in patients who remain 
. ‘symptomatic despite adequate doses of beta blockers and/or organic nitrates or who cannot tolerate those agents. 

Se In chronic stable angina (effort-associated angina) PROCARDIA has been effective in controlled trials of up 
- to eight weeks duration in reducing angina frequency and increasing exercise tolerance, but confirmation of 

eo . ‘sustained effectiveness and evaluation of long-term safety in these patients are incomplete. 
. Controlled studies in smal! numbers of patients suggest concomitant use of PROCARDIA and beta-blocking 

agents may be beneficial in patients with chronic stable angina, bul available information is nol sufficient to 
z predict with confidence the effects of concurrent treatment, especially in patients with compromised left ven- 

3 tricular function or cardiac conduction abnormalities. When introducing such concomitant therapy, care must 
be taken to monitor blood pressure closely since severe hypotension can occur from the combined effects of| 
the drugs. (See WARNINGS.) 
CONTRAINDICATIONS: Known hypersensitivity reaction to PROCARDIA ra WARNINGS: Excessive Hypotension: Although in most patients, the hypotensive effect of PROCARDIA is 

2 le ee maYRa ° modest and well tolerated, occasional patients have had excessive and poorly tolerated hypotension. These re- Be a GE ES | sponses have usually occurred during initial titration or at the time of subsequent upward dosage adjustment, eae ee ee ee and may be more likely in patients on concomitant beta blockers. 
s Se we ae aera SY Ses =" Severe hypotension and/or increased fluid volume requirements have been reported in patients receiving] OF ot ai ge ee eee ee PROCARDIA together with a beta blocking agent who underwent coronary artery bypass surgery using high pee cee ee >see a Ra ee dose fentanyl anesthesia. The interaction with high dose fentanyl appears to be due to the combination of| eu ve his ee a ft ae oe ee PROCARDIA and a beta blocker, but the possibility that it may occur with PROCARDIA alone, with low doses of oe oe Wiis. > tse fentanyl, in other surgical procedures, or with other narcotic analgesics cannot be ruled out. In PROCARDIA] 
ele an igs a a treated patients where surgery using high dose fentanyl anesthesia is contemplated, the physician should be| ae eg ee oii aware of these potential problems and, i! the patient's condition permits, sufficient time (at least 36 hours) pS oe one Aa a : < should be allowed for PROCARDIA to be washed out of the body prior to surgery. ee el Increased Angina and/or Myocardial Infarction: Rarely, palients, particularly those who have severe ob- 

ee ee “ structive coronary artery disease, have developed well documented increased frequency, duration and/or se- ae ee . Verity of angina or acute myocardial infarction on starting PROCARDIA or atthe time of dosage increase. The Fe z - _" mechanism of this effect is not established = i Beta Blocker Withdrawal: Patients recently withdrawn trom beta blockers may develop a withdrawal syn- 
" : drome with increased angina, probably related to increased sensitivity to catecholamines. Initiation of 
eeeorte PROCARDIA treatment will not prevent this occurrence and might be expected to exacerbate it by provokin« ; rellex catecholamine release. There have been occasional reports of increased angina ina setting of beta blocke 

eee withdrawal and PROCARDIA initiation. It is important to taper beta blockers if possible, rather than stoppin 
“i them abruptly before beginning PROCARDIA. ‘ Congestive Heart Failure: Rarely, patients, usually receiving a beta blocker, have developed heart failure afte 

SE rao Patients with tight aortic stenosis may be at greater risk for such an event. 
PRECAUTIONS: General: Hypotension: Because PROCARDIA decreases peripheral vascular resistance, 
careful 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 to lower 
blood pee (See WARNINGS.) 

Peripheral edema: Mild to moderate peripheral edema, typically associated with arterial vasodilation an 
not due to left ventricular dysfunction, occurs in about one in ten patients treated with PROCARDIA. This edem: 
‘occurs primarily in the lower extremities and usually responds to diuretic therapy. With patients whose angin 
is complicated by congestive heart failure, care should be taken to differentiate this peripheral edema from the 
effects of increasing left ventricular dysfunction. 
Laboratory a ana oreesional | Signiicart elevations ae puch as alka: 

line phosphatase, . , and have been notec ie relationship to PRI therapy is un: 
Capsules 10 mg and 20 mg certain in most cases, but probable in some. These laboratory abnormalities have rarely been associated witt 

clinical symptoms, however, cholestasis with or without jaundice has been reported, Rare instances of allergi 
hepatitis have been reported 

Limited clinical studies have demonstrated a moderate but statistically significant decrease in platelet ag i aregation and increase in bleeding time in some PROCARDIA (nifedipine) patents, No clinical significance fo Effective dosage range these ingings as been demonstrated, Posive dest Coombs et without emalytc anemia has bee 
ee reporter 

Although PROCARDIA has been used safely in patients with renal dysfunction and has been reported to exer| 
° a beneficial effect in certain cases, rare, reversible elevations in BUN and serum creatinine have been reportet 
IS 30- l 0) Mm ia in patients with pre-existing chronic renal insufficiency. The relationship to PROCARDIA therapy is uncertain it 

most cases but probable in some. 
Brus interactions Beta-adrenergic block agri (See INDICATIONS ec ) peenerea 

* ¥ . . ‘over 1400 patients in anon-comparative clinical trial has shown that concomitant administration of ARDIi For most patients, start with 10 mg t.id., and titrate over 7 to 14 days, and beta-blocking agents is usually well tolerated, bul there have been occasional literature reports suagestin ; ae i using the patient S blood pressure response, attack frequency, Tan oe nee ee aa eee ion or exacerbatior 

i i ini ivi i j j ong-acting nitrates: may be safely co-administered with nitrates, but there have been no con| areal a ae ae activity level as a guide. Titration oll suse to evaluate the aniangina efecveness ol his combination a i ji igitalis: Administration of with digoxin increased digoxin levels in nine of twelve normal vol 
ay or Tapl (e S) lays) : symptoms warrant and the patient unteers. The average increase was 45%. Another investigator found no increase in digoxin levels in thirteer is observed closely. patients with coronary artery disease. In an uncontrolled study of over two hundred patients with congestive 

feaealtte during which digoxin blood levels were not measured, digitalis toxicity was not observed. ae 
- . there have been isolated reports of patients with elevated digoxin levels, it is recommended that digoxin level 

Because PROCARDIA decreases peripheral vascular resistance be monilored when initiating, adustng, and discontinuing PROGARDIA to avoid possible over-or under 
ji ' ; ' igitalization 

(occasional eee have had excessive ey careful Coumarin anticoagulants There havebeen are reprtso increased prothrombin time in patients taking cou 
j ini ini i marin anticoagulants to whom “ARDIA was administered. 

monitoring ©} pe Pressure during initia administration and a Cimetidine: A study in six healthy volunteers has shown significant increase in peak nifedipine plasma lev} upward dosage titration is suggested, especially for patients taking els (80%) and area-under-the-curve (74%) after a one week course of cimetidine at 1000 mg per day and nifed 
. is ipine at 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 inapalin cure recivngcinelisne,cauligs ital is aivsed i ‘ . a. Gi arcinogenesis, mutagenesis, impairment fertility: Nifedipine was administered orally to rats developed increased frequency, duration or severity of angina on wo years and wasnt shown tobe carcinogenic. When given fas ror mating nifedipine caused reduce ; i : ; i starting PROCARDIA orat the time of dosage increases. eee approximately 30 times the maximum recommended human dose. /n vivo mutagenicity studie| 

Pregnancy: Pregnancy Category C. Nifedipine has been shown to be teratogenic in rats and embryotoxic i 
rals, mice and rabbits. There are no adequate and well controlled studies in pregnant women. PROCARDII Off TS fav I should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus, oe ers a Orfavdle ADVERSE REACTIONS: The most common adverse events include dizziness or lightheadedness, peripher 
edema, nausea, weakness, headache and flushing, each occurring in about 10% of patients, transient hypoter 

e: sion in about 5%, palpitation in about 2% and syncope in about 0.5%. Syncopal episodes did not recur wi Sa. e TO! ie reduction in the dose of PROCARDIA or concomitant antianginal medication. Additionally, the following ha 
been reported: muscle cramps, nervousness, dyspnea, nasal and chest congestion, shortness of breath, diag 
nee rel eatin Gasol one flatulence, inflammation, joint stiffness, Sess teas 

ij ij - sleep disturbances, blurred vision, difficulties in balance, dermatitis, pruritus, urticaria, fever, sweating, chil Most frequently reported side effects associated with PROCARDIA sexual difficulties, !hrombocyopenia anemia, leukopenia purpura, allergic nepal singval hyperplasi 
j izzi i. 1 depression, paranoid syndrome, transient blindness at the peak of plasma level, erythromelalgia, and arthriti therapy, usually mild, are dizziness or lightheadedness, peripheral : with ANA (+). Very rarely, introduction of PROCARDIA therapy was associated with an increase in anginal pai edema, nausea, weakness, headache and flushing, each occurring in possibly due to associated hypotension 5 oy 5 s rs 2 % s In addition, more serious adverse events were observed, not readily distinguishable from the natural histo about 10% of patients; transient hypotension in about 5%; palpitation alte seas ese pallens. I remains posible nove, hal some o may af hese eves were : L ‘elated. Myocardial infarction occurred in about 4% of patients and congestive heart failure or pulmona in about 2%; syncope in about 0.5%. edema in about 2%. Ventricular arrhythmias or conduction disturbances each occurred in fewer than 0.5% 

patients, 
HOW SUPPLIED: PROCARDIA soft gelatin capsules are supplied in 
Battles of 100: 10 mg (NDC 0069-2600-66) orange #260; 20 mg (NDC 0069-2610-66) orange and light bro 

References: Brown #261 Unit dose packages a 10010 mg (WOE 0068-25041) ange 260,00 mg (DE BOD 288 i own #261. Unit dose packages of me }-2600-41) orange #260; 20 mi P 1. Stone PH, Muller JE, Turi ZG, et al: Efficacy of nifedipine therapy in patients with refractory angina 4) orange and ight brown #261 uf eee ui 
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° to 25°C) in the manufacturers original container 
joer aipatale in patients with exertional angina receiving propranolol. J Am Coll Cardiol 1985; More detailed professional information available on request. Revised June 1986 © 1982, Plizer 
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