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Ugasix
Tablets

Each Tablet contains:
Active ingredient: Furosemide 40mg
e Iy

Stearate, Sodi Corn Starch.

Pharmacological Classifications:
Diuretics
Mechanism of actior
It has been demonstrated that UGASIX inhibits primarily the absorption of sodium and chloride not only in the
proximal and dista ubuies butalso ntheloop of Henie. Tre hgh degree ofeffcacy islargely due o the unique ste of
action. The action on the distal tubule is
Recent evid ggests that
furosemide in man.
Pharmacodynamics:
Furosemide is extensively bound to plasma proteins, mainly to albumin. Plasma concentrations ranging from 1 to
400 pg/mL are 91 to 99% bound in healthy individuals. The unbound fraction averages 2.3 to 4.1% at therapeutic
concentrations.
The onset of diuresis following oral administration is within 1 hour. The peak effect occurs within the first or second
hour. The duration of diuretic effectis 6 to 8 hours
In fasted normal men, the mean bioavailability of furosemide from UGASIX Tablets is 64% and 60%, respectively, of
that from an intravenous injection of the drug. Although furosemide is more rapidly absorbed from the oral solution
(50 minutes) than from the tablet (87 minutes), peak plasma levels and area under the plasma concentration-time
curves do not diff increase with buttimes-to-peak do not
differamong doses. The terminal half-life of furosemide is approximately 2 hours
Signifcantly mors urosemide s excrated inurine ollowing the IV inection than aftr the tablet o oralsolyion. Thro
tween the two ted in urine.

&S the only or at least the major Horansormaton product of

Geriatric Population:

Furosemide binding to albumin may be reduced in elderly patients. Furosemide is predominantly excreted
unchanged in the urine. The renal clearance of in older healthy male
subjects (60.70 years ofage) isstatistially significaniy smallr than in younger healthy male subjects 20-35 years

liver or kidney damage, or other idiosyncratic reactions.
PREGNANCY:

Pregnancy category c.
-UGASIX should be used d

o8l
oSt

%,_m “?b,_sﬁs_

USES:
PediatricUse:
-In ants UGASIX ma

ing p yifthe potential benefit potential risk
Treatment i the potentialfor higher birth weights.
Nursing Mothers:
-Because itappears in breast milk, caution should
-UGASIX may inhibit lactation
DRUG &FOOD INTERACTIONS:
-Aminoglycos
UGASIX may increase the ofotoxic potential of aminoglycoside anibiotics, especiallyin the presence of impaired
renal function. Exceptin lif h
-Ethacrynicacid:
UGASIX should notbe used i ic acid b
-Salicylates:
Patients receiving high doses of salicylates concomitantly with UGASIX, as in rheumatic disease, may experience
salicylate toxicity at lower doses retory sit
~Cisplatin:
There Is a risk of ototoxic effects if cisplatin and UGASIX are given In addition,
nephrotoxic drugs such as cisplatin may be enhanced if UGASIX is not given in lower doses and with positive b
balance when used to achieve forced diuresis during cisplatin treatment.
- Skeletal Muscle Relaxing:
UGASIX has a tendency to antagonize the skeletal muscle relaxing effect of tubocurarine and may potentiate the
action of succinylcholine.
~Lithium:
Lithium generally should not be given with diuretics because they reduce lithium's renal clearance and add a high
tisk of lithium toxicity.
-angiotensin

UGASIX s

toanursing mother.

, avol

fthe possibility of ototoxicity.

in |l receptor blockers:

ofage). The subjects relative to younger subjects UGASIX combined with angiotensin converting enzyme inhibitors or angiotensin Il receptor blockers may lead to

Indication : severe hypotension and deterioration in renal function, including renal failure. An interruption or reduction in the
dosage of UGASIX, inhibitors, or angi receptor benecessary.

UGASIX is indicated in adults and pediatric patients for the treatment of edema iated with ive heart Peripheral Adrenergic Blocking Drugs:

failure, cirthosis of the liver, and renal disease, including the UGASIXis usefulwhen with i ing drugs.

an agentwith greater diuretic potential is desired. - Noregmeghr

Hypertension: UGABIX may decrease arterial i to However, may still be used

Oral UGASIX may be used in adults for the treatment of hypertension alone or in combination with other effectively.

antihypertensive agents. Hypertensive patients who cannot be adequately controlled with thiazides will probably -Sucralfate:

also not be adequately controlled with UGASIX alone. Simultaneous administration of sucralfate and Lasix tablets may reduce the natriureti i e

ContraIndication:

UGASIXi indicated in pati anuriaandin pati ahistory of
Side Effects:
below by and listed severity.
A aeomniasiom System Reactions
hepatic encephalopathy in patients with is, jaundice

jaundice), increased liver enzymes, anorexia, oral and gastric iritation, cramping, diarrhea, constipation, nausea,
vomiting.
- Systemic Hypersensitivity Reactions
Severe anaphylactic or anaphylactoid reactions (e.g. with shock), systemic vasculitis, interstitial nephritis,
necrotizing angiitis.
- Central Nervous System Reactions:
tinnitus and hearing loss, paresthesias, vertigo, dizziness, headache, blurred vision, xanthopsia
Hematologic Reactions:
i , ia, i ia, ia, anemia,

“toxic epldermal necrolysws Stevens- Johnson Syndrome, erythema multiforme, drug rash with eosinophilia and
syst pustulosis, exfoliative dermatitis, bullous pemphigoid,
purpura photosensmwty‘ rash, pruritis, urticaria

- Cardiovascular Reaction:

Orthostatic hypotension may occur and be aggravated by alcohol, barbiturates or narcotics, Increase in cholesterol
and triglyceride serum levels.
-Other Reactions:

muscle spasm, weakness, restlessness, urinary bladder spasm,
, Whenever adverse reactions are moderate or severe, UGASIX

dosage shoul ortherapy

PRECAUTIONS:

General

- Excessive dirssis may cause dehycration and biood volume reducion with crcultory collapse and possily

inelderly patients.

th any effective dlureuc elbcirolyte depletion sy occur during UGASIX therapy, especially in pationts

receiving higher doses and a restricted saltintake.

- Hypokalemia may develop with UGASIX, especially with brisk diuresis, inadequate oral electrolyte intake, when
cithosis i present,orduring concomitant use of cotcosteroids, ACTH fcorce n \arge amounls orprolonged use
of laxatives. Digitalis therap;

- Al patients receiving UGASIX therapy should be observed for these signs or Symptoms of fluid or e\ectrolyte

imbalance or dryness of

mouth, thirst, weakness, lethargy, drowsiness, restlessness, muscle pains or cramps, muscular fatigue,
oliguria, or vom

- Increases n blood glucose and anerauons inglucose folerance tests (with abrormalies ofhe fasing 2t 2-hour
d, and rarely, has been reporte

-In_patients Wity Sovere symptoms of urinary relontion (because of bladder emptying disorders, prostatic

ral the of can cause acute urinary retention related to

increased production and retention of urine. Thus, these patients require careful monitoring, especially during the
initial stages of treatment.

- In patients at high risk for radiocontrast nephropathy UGASIX can lead to a higher incidence of deterioration in renal
function after receiving radiocontrast compared to high-risk patients who received only intravenous hydration prior
to receiving radiocontrast.

- In patients with hypoproteinemia (e.g., associated with nephrotic syndrome) the effect of UGASIX may be
weakened and its ototoxicity potentiated.

occurand goutmay rarely

UGASIX. The possibity exists of exacerbation or activation

“Patients all
olsystemnc\upuserylhemalos s
- As with many other drugs, patients should be observed regularly for the possible occurrence of blood dyscrasias,

of UGASIX. Patients recewlng both drugs should be observed closely to determine if the desired diuretic and/or
antihypertensive effect of UGASIX is achieved. The intake of UGASIX and sucralfate should be separated by at
least two hours.
~Chloral Hydrate:
In isolated cases, intravenous administration of UGASIX within 24 hours of taking chloral hydrate may lead to
flushing, sweating attacks, restlessness, nausea, increase in blood pressure and tachycardia. Use of UGASIX
concom\lan(lywith chioral hydrate is, therefore, not recommended.
-Phej
Phenymln interferes directly with renal action of UGASIX. There is evidence that treatment with phenytoin leads to
decrease intestinal absorption of UGASIX, and consequently to lower peak serum furosemide concentrations.
-Methotrexate:
Methotrexate and other drugs that, like UGASIX, undergo significant renal tubular secretion may reduce the effect
of UGASIX. Conversely, UGASIX may decrease renal elimination of other drugs that undergo tubular secretion.
High-dose treatment of both UGASIX and these other drugs may resultin elevated serum levels of these drugs and
SIX.

0 been observed in children under 4 years of age with no history of

" prematurity who have peen 1rea|ed chromcany with UGASIX. Monitor renal function, and renal ultrasonography

should b i

- IfUGASIXi
patent ductus arteriosus

Geriatric Use:

- Controlld dinicl studies of USASIX did ot nclude sufficient numbers o subjects aged 65 and over to dtermine
whether they respond differently from younger subject

- Other reported clinical experience has not Saenthed difierences in responses between the elderly and younger
patients.

-In general, dose selection for the elderly patient should be cautious, usually starting at the low end of the dosing
range. reflecing he grealer frequency of decreased hepatic, renal or cardiac function, and of concomitant disease
orother drug th

This drug s known 16 be substantially excreted by the kidney, and the risk of toxic reacions to his drug may be
greater in patients with impaired renal function. Because elderly patients are more likely to have decreased renal
function, care should be taken in dose selection and it may be useful to monitor renal function.

UGASIX DOSAGE AND ADMINISTRATION:

X
to premature infants during the first weeks of life, it may increase the risk of persistence of

-Edema:
Therapy shouid be indidualized according to patient response to gain maxima therapeuti fesponse and to
that respons
-Adults:

The usual initial dose of UGASIX is 20 to 80 mg given as a single dose. Ordinarily a prompt diuresis ensues. If
needed, the same dose can be administered 6 to 8 hours later or the dose may be increased. The dose may be
raised by 20 or 40 mg and given not sooner than 6 to 8 hours after the p dose until the d
has been obtained. The individually determined single dose should then be given once or twice daily (eg, at 8 a
and 2 pm). The dose of UGASIX may be Garetull tirated up to 600 mg/aay in patients with clinically Severe
edematous states.

Edema may be most efficiently and safely mobilized by giving UGASIX on 2to 4 consecutive days each week.
When doses exceeding 80 mgiday are given for prolonged periods, careful clinical observation and laboratory
monitoring are particularly advisable.

- Geriatric patients
In general, dose selection for the elderly patient should be cautious, usually starting at the low end of the dosing

- Pediatric patients:
The usual initial dose of oral UGASIX in pediatric patients is 2 mgfkg body weight, given as a single dose. If the
diuretic response is not satisfactory after the initial dose, dosage may be increased by 1 or 2mg/kg no sooner than &

hours after the previous dose. Doses greater than 6 mgrkg body weight are not recommended. For

maintenance therapy in pediatric patients, the dose should be adjusted to the mini i

HYPERTENSION:

Therapy should be individualized according to the patient's response to gain maximal therapeutic response and to

determine the minimal dose needed to maintain the therapeutic response.

-Adults:
The. usua\ inial doss of UGASIX for hypertension i 80 m,usualydivided into 40 mg twice 3 day: Dosage shuld

Ifresponseis , add other

Changes in blood pressure must be carefully monitored when UGASIX is used with other antinypertensive drugs,
especially during initial therapy. To prevent excessive drop n blood pressure, the dosage of other agents should be
reduced by at least 50 percent when UGASIX is added to the regimen. As the blood pressure falls under the
potentiating effect of UGASIX, a further reduction in dosage or fother
maybe necessary.

may potentiate their toxicity as well as the toxicity of UGA ients:
-Cephalosporin: T genaral. tese selection and for the elderly patient should be cautious, usually starting at the low
UGASIX can increase the risk of cephalosporin-induced nephrotoxicity even in the setting of minor or transient end of the dosing range
renalimpairment. OVERDOSES:
-cyclosporine: The prlnc\pal slgns and symptoms oloverdose with UGASIX ion, blood voll duction,
[o use of and UGASIX is with increased risk of gouty arthritis secondary to i fi
UGASIX -induced and . The acute toxicity of UGASIX has been determined in mice, rats ar\d dogs. In all three, the oral LD50 exceeded 1000
-NSAIDs: malkg body weight, while the intravenous LD50 ranged from 300 to 680 mgrkg.
There are case reports of patients who developed increased BUN, serum creatinine and serum potassium levels, The concentration of UGASIX in biological fluids associated with toxicity or death is notknown.
gainwhen as usedin with NSAIDs. TREATMENT OF OVERDOSAGE:

- Indomethacin:
Literature report indicate that oaadministration of indomethacin may reduce the natriureic and aniihypertensive
effects of UGASIX (furosemide) in some patients by inhibitin

Itis supportive and consists of
- replacement of excessive fuidand slectrlytelosses
and

affect plasma renin levels, aldosterone excretion, and renin profile valaton, Patonts receiving both
indomethacin and UGASIX should be observed closely to determine if the desired diuretic and/or antihypertensive
effect of UGASIX is achieved.

INFORMATION FOR PATIENTS:

- Patients receiving UGASIX should be advised that they may experience symptoms from excessive fuid and/or
electrolyte losses.

-

hat by getting up slowly.

- Potassium supplements and/or dietary measures may to control or

- Patients with diabetes mellitus should be told that y increase blood
urine glucose tests.

- The skin of some patients may be the ts of sunlight while taking

- Hypertensive patients should avoid medications that may increase blood pressure, including over-the-counter
products for appetite suppression and cold symptoms.

Laboratory Tests:

-Serum electrolytes (particularly potassium), CO2, creatinine and BUN should be determined frequently during the
firstiowmonth of UGASIX tharapy and pericdicaly horealter.

- Serum and urine portant when the patient is vomiting profusely or
recciing parenieral flids. Abnormalies Should be corracied o the drug tamporarly wibhdrawn. Other

ay also

- Reversible elevations of BUN may occur and are associated with dehydration, which should be avoided,
particularly in patients with renal insufficiency.

- Urine and blood glucose should be checked periodically in diabetics receiving UGASIX, even in those suspected of
latent diabetes.
- UGASIX may lower serum levels of calcium (rarely cases of tetany have been reported) and magnesium.
Accordingly, serum levels of
- In premature infants UGASIX may
monitored and renal ultrasonography performed.

thereby affect

, therefore renal function must be

blood pressure should be determined frequentl
- Adequate drainage must be assured in patients with urinary bladder outlet obstruction (such as prostatic
hypertophy).
not.
STORAGE CONDITIONS: Store attemperature below 25° C., away fromlight. Keep out of reach of children.
PACKAGING: 20 tablets in 2 blisters of (AL Foil/ PV.C) , inside a cartoon box.

THIS IS A MEDICAMENT 09:2022
A medicament is a product but unlike any other products
-A medicament is a product which affects your health, and its consumption
contrary to instructions is dangerous for you.
~Follow strictly the physician’s prescription, the method of use and the instructions
of the pharmacist who sold the medicament. The physician and the pharmacist
are experts in medicine, its benefits and risks.
-Do not by yourself interrupt the perlod of (rea(ment prescr\bed for you.
-Do not repeat the same our physician.

KEEP THE MEDICAMENTS 0UT 0F REACH OF CHILDREN
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