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DESCRIPTION:

Aminocaproic acid USP is &aminpﬁéxaﬁbdjcml ‘
its structural formula is: AN il

Fi;tr‘(éuz)aéﬂzcoou
NH,

CgHy3NO, MW. 131.18
Aminocaproic acid is soluble in water, acids, and alkalies; it is sparingly soluble in methanol and
practically insoluble in chloroform.

Each & mL, for oral administration contains 1.25 g of aminocaproic acid and the following inactive
ingredients: citric acid (anhydrous), methylparaben, propylene glycol, propylparaben, purified water,
saccharin sodium, sorbitol soiution and natural and artificial flavor. .

The pH range of Aminocaproic Acid Syrup USP is between 6.1 and 6.6.

CLINICAL PHARMACOLOGY:

The fibrinolysis-inhibitory effects of aminocaproic acid appear to be exerted principally via inhibition
of plasminogen activators and to a lesser degree through antiplasmin activity.

In adults, oral absorption appears to be a Zero-order process with an ahsorption rate of 5.2 ghr.
The mean lag time in absorption is 10 minutes. After a single oral dose of 5 g, absorption was
complete (F=1). Mean + SD peak plasma concentrations (164 + 28 meg/mL) were reached within
1.2 + 0.45 hours.

After oral administration, the apparent volume of distribution was estimated to be 23.146.6 L (mean
+ SD). Comespondingly, the volume of distribution after intravenous administration has been

Renal excretion is the primary route of elimination, whether aminocaproic acid is administered orally
or intravenously. 65% of the dose is recovered in the urine as unchanged drug and 11% of the dose

aminocaproic acid is approximately 2 hours.

INDICATIONS AND USAGE:

Aminocaproic acid syrup is useful in enhancing hemostasis when fibrinolysis contributes to ble"eding.
In life-threatening situations, fresh whole blood transfusions, fibrinogen infusions, and other
emergency measures may be required.

Fibrinolytic bleeding may frequently be associated with surgical complications following heart
surgery (with or without cardiac bypass procedures) and portacaval shunt; hematological disorders
such as aplastic anemia, abruptio placentae, hepatic cirrhosis, neoplastic disease such as
carcinoma of the prostate, lung, stomach, and cervix.

Urinary fibrinolysis, usually a nommal physiological phenomenon, may frequently be associated with
life-threatening complications following severe trauma, anoxia, and shock.

Symptomatic of such complications is surgical hematuria (following prostatectomy and
nephrectomy) or nonsurgical hematuria (accompanying polycystic or neoplastic diseases of the
genitourinary system). See WARNINGS. .

CONTRAINDICATIONS:

Aminocaproic acid should not be used when there is evidence of an active intravascular clotting
process.

When there is uncertainty as to whether the cause of bleeding is primary fibrinolysis or disseminated
Intravascular coagulation (DIC), this distinction must be made bafore administering aminocaproic



acia.

The following tests can be applied to differentiate the two conditions:

* Platelet count is usually decreased in DIC but normal in primary fibrinolysis.

* Protamine paracoagulation test is positive in DIC; a precipitate forms when protamine suiphate
is dropped into citrated plasma. The test is negative in the presence of primary fibrinolysis.

* The eugiobulin clot lysis test is abnormal in primary fibrinolysis normal in DIC.
Aminocaproic acid must not be used in the presence of DIC without concomitant heparin.
WARNINGS:

In patients with upper urinary tract bleeding, aminocaproic acid administration has been known to
cause intrarenal obstruction in the form of glomerular capillary thrombosis or clots in the renal pelvis
and ureters. For this reason, aminocaproic acid should not be used in hematuria of upper urinary
tract origin, uniess the possibie benefits outweigh the risk.

Subendocardial hemorthages have been observed in dogs given intravenous infusions of 0.2 times
the maximum human therapeutic dose of aminocaproic acid and in monkeys given 8 times the maxi-
mum human therapeutic dose of aminocaproic acid.

Fatty degeneration of the myocardium has been reported in dogs given intravenous doses of
aminocaproic acid at 0.8 to 3.3 times the maximum human therapeutic dose and in monkeys given
intravenous doses of aminocaproic acid at 6 times the maximum human therapeutic dosa.

syndrome may recur if aminocaproic acid is restarted. -
The possibility of cardiac muscle damage shouid also be considered when skeletal myopathy
occurs. One case of cardfiac and hepatic lesions observed in man has been reported. The patient
received 2 g of aminocaproic acid every 6 hours for a total dose of 26 g. Death was due to
continued cerebrovascular hemorrhage. Necrotic changes in the heart and liver were nofed at
autopsy.

PRECAUTIONS:

General: :
Aminocaproic acid inhibits both the action of plasminogen activators and, to a lesser degree,
plasmin activity. The drug should NOT be administered without a definite diagnosis and/or laborato-
ry finding indicative of hyperfibrinolysis (hyperplasminemia).*

such as hydrocephalus, cerebral ischemia, or cerebral vasospasm associated With the use of antif-
ibrinolytic agents in the treatment of subarachnoid hemomrhage (SAH). Al of these events have also
been described as part of the natural course of SAH, or as a consequence of diagnostic procedures.
such as angiography. Drug relatedness remains unclear.

Thrombosis with severe sequetae (acute myocardial infarction, gangrene) has been rarely reported-
in patients with hemophilia receiving combined treatment with Factor IX concentrate and
aminocaproic acid, Aminocaproic acid should not be administered concomitantly with prothrombin
complex concentrates or with activated prothrombin concentrates unless the increased risk of
thrombosis is outweighed by the anticipated clinical benefit.

Laboratory Tests:

determination of the lyéis of a clot of blood or plasma and {b) more spacific tests for the study of
various phases of the fibrinolytic mechanisms. These latter tests inciude both semiquantitative and
Quantitative techniques for the determination of profibrinolysin, fibrinolysin, and antifibrinolysin.









