POTASSIUM
CITRATE

ACTIRATE

1080 mg Extended-Release Tablet
ANTIUROLITHIC

FORMULATION:
Eachextended-releasetablet contains:

Potassium Citrate USP (10 mEq)... .1080mg

PRODUCT DESCRIPTION:

PHARMACODYNAMICS:
Metabolism of absorbed Potassium Citrate produces an alkaline load, raising urinary pH and increasing urinary citrate by augmenting citrate
clearance, Thus, Potassium Citrate therapy appears to increase urinary citrate mainly by changing the renal handiing of citrate. Increased urinary

citrate and pH, decreases calcium ion activity by increasing calci to ions. Thus, decreasing
oxalate.
Isoinhil ization and of calci d calcium inhypocitraturic calcium
nephrolithiasis. However, Potassium Citrate does not alter the urinary saturation of calcium phosphate, because the effect of increased citrate
of calcium is by the rise in pH dissociation of Calcium stones are more stable in
alkaline urine.

MECHANISM OF ACTION:

Potassium Citrate, which works by restoring naturally occurring chemicals in the urine that stop crystals from forming and also lnhlhl!s the
formation ofthe 2 mcstcommon typesofkidney calci
Ci rates of kidney i formatall.

PHARMACOKINETICS: s
Potassium citrate is administered orally. Potassium first enters the extracellular fluid and is then actively transported into cells. Skeletal muscle
accounts for the bulk of the intracellular store of potassium. Renal excretion of potassium normally is equal to the amount being absorbed in the
diet. Potassiumis freely filtered at the and almost in the proximal tubule. Tubular secretion occurs in the late
d O”E(llr\gduct,anuduuum for i reted il  which is about 10% of the amount filtered. Fecal

When Potassium Citrateis used to alkalinize the urine, rinary citate and urinary pH values are important. In the setting of normal renal function,

hour 12hours.
With multiple doses the rise in citrate excretion reaches its peak by the third day and averts the normally wide circadian fluctuation in urinary
citrate, i inary citrate ata higher, el theday. Therisein citrate excretion s directly dependent on the

Potassium Citrate dosage.

yd elonthefi
Following long-term treatment, Potassium Citrate ot dosage of 60 mEg/day raises urinary citrate by approximately 400 mgfday and increases
urlnarypH byapproximately 0.7 units.

acidosis or chronic diarthea inary i ylow( 9 itrate
may be relatively ineffective in raising urinary citrate. A higher dose of Potassium Citrate may therefore be required to produce a satisfactory
citraturic response. In patients with renal tubular acidosis in whom urinary pH may be high, Potassium Citrate produces a refatively small rise in

urinary pH.
in addnlon to raising urinary pH and citrate, Potassxum Citrate increases unnary potassium by approximately the amount contained in the
ientreduction ycalcium.
INDICATIONS:
Potassium Citrate is indicated for the management of renal tubular acidosis (RTA) with calcium stones, hypocitraturic calcium oxalate
uricaci with o
DOSAGEAND ADMINISTRATION:
In patients with severe hypocitraturia (urinary citrate of less than 1 , therapy initi tad (20mEqthree
times/day or 15 mEq four times/day with meals or within ‘meals or bedti k). In patients with mild
>1 ) hould beini atad 10mEq i y wil
y hour urinary ci d/or urinary pH be used to d¢ i quacy of initis d i
the i hange. Inaddition, uri i pt months.
Orasprescribed by(hephysl(lan
CONTRAINDICATIONS:
itrate tableti indi in pati i i h diti isposi ia), asafurther
1156 I Seriii potassiun concentration miay broduce cardiac artest.Such conditions include: chronic renal failure, uncontrolled diabetes melltus,
acute dehydration, strenuous physical exercise in i ivi adrenal i i extensive tissue breakdown, or the

administration of a potassium-sparing diuretics (such as triamterene, spironofactone or amiloride). Potassium Citrate tablet is contraindicated in
patientsin whom there s cause for arrest or delay in tablet passage through the gastrointestinaltract,such as those suffering from delayed gastric
emptying, intestinal ion or stricture or those taking anticholinergic medication. Because of its ulcerogenic
potential, Potassium Citrate tablet should not be given to patients with peptic ulcer disease. Potassium Citrate tablet is contraindicated in patients
withrenalinsufficiency (glomerularfiltration rate of less than 0.7 mL/kg/min), because of the danger of soft tissue calcification and increased risk for
the development of hyperkalemia.

WARN[NGSAND PRECAUT(ONS'

an produce
cardiac arrest. Potentially fatal hyperkalemia can develop rapidly and be asymptomatic. The use of Potassium Citrate tablet in patients with chranic

anyotherc ucl heart il
with i paring diuretics: C i i ion of Potassium Citrate tablet and a potassium-sparing diuretics (such as
triamterene, spironolactone or amiloride) should be avoided, since the simultancous administration of these agents can produce severe
Ifthereis severe i paln org bleeding, Potassium Citrate tablet should be discontinued immediately

and i )

hould consider reminding the of g: To take cach ctushing, chewing or sucking the tablet, to

lake this medicine only as directed. This Is especially Impartant if the patient is also taking both diuretics and digitalis preparations; to check with
physician if there is trouble swallowing tablets or if the tablet seems to stick in the throat; to check with the doctor at once if tarry stools or other

PREGNANCY AND LACTATION:
Pregnancy Category C: It is not known whether Potassium Citrate can cause fetal harm when administered to a pregnant woman or can affect
reproductive capacity.

PotassiumCit ] i y o
i fh itk 13mEg/L itrate ffecton i milk.
Exercise cauti ium Citrate i ini woman.
Children:
fetyand hild
ADVERSEDRUG REACTIONS:

Some patients may develop minor gastrointestinal complaints during Potassium Citrate therapy, such as abdominal discomfort, vomiting, diarrhea,
nausea.
mealsorsnack, or by reducing i intact

OVERDOSEANDTREATMENT:

Overdosage with potassium salts may cause hyperkalemia and alkalosis, especally in the presence of renal disease. Itis necessary to recognize that
is usually ic and may be only by an increased serum p i

electrocardiographic changes ( peaking T-waves, loss of P-wave, depression of S-T segment and prolongation of the QT interval). Late manifestations

DRUGINTERACTIONS:
Concomitant admlnlstra((on of Po!asslum Cmate and a potassium-sparing diuretics (such as triamterene, spironolactone or amiloride) should be
avoided, sii an

CAUTION:
Foods, Drugs, Devices,and Cosmeti

KEEP ALL MEDICINES OUT OF REACH OF CHILDREN.

EMENT:
For i FDA:Wh gov,ph
i i i thefirstsignof any tion.

STORAGE CONDITION:
Store attemperatures not exceeding 30°C.

AVAILABILITY:
Alu/AluBlister Packx 10's (Box of 30's).
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