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Furosemide Syrup 1%
(Furosemide)

Oral Diuretic, Saluretic

A diuretic-saluretic for oral use alone or in combination with
Furosemide Injection in the treatment of edema (pulmonary
congestion, ascites) associated with cardiac insufficiency and acute
noninflammatory tissue edema.

Sponsored by:

Phoenix Scientific, Inc.
St. Joseph, MO 64503

Foi S



1.

FOI Summary
ANADA 200-382
Page 2

FREEDOM OF INFORMATION SUMMARY

GENERAL INFORMATION:

File Number:

Sponsor:

Established Name:

Proprietary Name:

Dosage Form:

How Supplied:

How Dispensed:

Amount of Active Ingredients:
Route of Administration:
Species/Class:

Recornmended Dosage:

Pharmacological Category:

m. Indications:

n. Pioneer Product:

ANADA 200-382

Phoenix Scientific, Inc.
3915 South 48™ St. Terrace
St. Joseph, MO 64503

Drug Labeler Code: 059130

Furosemide

Furosemide Syrup 1%

Syrup

60 mL bottles

Rx

10 mg of furosemide per mL

Oral

Dogs

Dog: 1 to 2 mL (10-20 mg) Furosemide Syrup 1%
for each 10 Ib. body weight. Administer once or
twice daily at 6 to 8 hour intervals. Dispense in this
container with calibrated safety dropper. Use
dropper to measure and administer Furosemide
Syrup 1%.

Diuretic

A diuretic-saluretic for oral use alone or in
combination with Furosemide Injection in the
treatment of edema (pulmonary congestion, ascites)
associated with cardiac insufficiency and acute

noninflammatory tissue edema.

LASIX (Furosemide) Syrup 1%;
NADA 102-380; Intervet, Inc.
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2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the Generic
Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an Abbreviated New
Animal Drug Application (ANADA) may be submitted for a generic version of an approved new
animal drug (pioneer product). New target animal safety and effectiveness data and human food
safety data (other than tissue residue data) are not required for approval of an ANADA.

Ordinarily the ANADA Sponsor shows the generic product is bioequivalent to the pioneer,
which has been shown to be safe and effective. If bioequivalence is demonstrated through a
clinical endpoint study, then a tissue residue study to establish the withdrawal time for the
generic product should also be conducted. For certain dosage forms, the agency will grant a
waiver from the requirement of an in vivo bioequivalence study (55 FR 24645, June 18, 1990;
Fifth GADPTRA Policy Letter; Bioequivalence Guideline, October 2000).

Based on the formulation characteristics of the generic product, Phoenix Scientific, Inc.
was granted a waiver from the requirement for an ir vivo bioequivalence study for the
generic product Furosemide Syrup 1%. The generic product is administered as an oral
solution and contains the same active ingredient in the same concentration and dosage
form as the pioneer product. The generic product contains no inactive ingredients that may
significantly affect the absorption of the active ingredient. The pioneer product LASIX
(Furosemide) Syrup 1%; the subject of Intervet, Inc. NADA 102-380, was approved on
March 17, 1998.

3. HUMAN SAFETY:

This drug is indicated only for use in dogs, which are non-food animals. Because this new
animal drug is not intended for use in food-producing animals, data on human safety pertaining
to drug residues in food were not required for approval of this ANADA.

Human warning statements are provided on the product labeling as follows: “Keep this and all
medication out of the reach of children.”, and “FOR USE IN DOGS ONLY.”

4. AGENCY CONCLUSIONS:

This ANADA filed under section 512(b) of the Federal Food, Drug, and Cosmetic Act
satisfies the requirements of section 512(n) of the Act and demonstrates that Furosemide
Syrup 1%, when used under its proposed conditions of use, is safe and effective for its
labeled indications.
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5. ATTACHMENTS:

Facsimile generic labeling and currently approved pioneer labeling are attached as indicated
below:

Generic Labeling for ANADA 200-382:

AMTECH Furosemide Syrup 1%, 60 mL label with calibrated safety dropper
AMTECH Furosemide Syrup 1%, Package Insert

AMTECH Furosemide Syrup 1%, Carton Printing

Pioneer Labeling for NADA 102-380: :
LASIX (Furosemide) Syrup 1%, 60 mL label with calibrated safety dropper
LASIX (Furosemide) Syrup 1%, Package Insert

LASIX (Furosemide) Syrup 1%, Carton Printing
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By or on the orer of a ficensed veterinarian,
Keep this and sll medication
ot of the roach of children,

.

™~
Dirzations: Dog: 10 2 ml {10-20 mg)
Furosemiéeom 1% for esch 10 lg.
body wainht, Adminictar onds or twics
dally at &- to 8-hour intervals, Dispense
gr this lf':onza,iner with calibrmng
ropper Use dropper t messure a
adrinister Furosemide Syrup 1%. See
insert for full prescibing information.
Store batwesn 15° and 30°C {59°
and 88°F}
This produet comains aleohol 13,5%
USP as & preservative, end FDRC
Yellow #6 and D&C Yellow #10 as

color additives.
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Furosemide Syrup 1%
ANADA No.: 200-382, Approved by FDA

For Use In Dogs Only.
A diuretic-saluretic for prompt relief of edema.
CAUTION: Federal law restricts this drug to use by or on the order of a licensed veterinarian.

DESCRIPTION

Furosemide is 2 chemically distinct diuretic and saluretic pharmacodynamically charagterized by the

following:

1. A high degree of efficacy, low-inherent toxicity and a hfgh therapeutic index,

2. A rapid onset of action of comparatively short duration.'?

3. A pharmacologic action in the functional area of the nephron, i.e., proximal and dlsta! tubules and
the ascending imb of the loop of Henle24

4, A dose-response relationship and a ratio of minimum to maximum effective dose range greater
than tenfold.'?

§. It may be administered orally. It is readily absorbed from the intestinal tract and well tolerated.

The CAS Registry Number is: §4-31-8.
This product contains alcohol 11.6% USP as a preservative, and FD&C Yellow #6 and D&C Yellow #10
as color additives.
Furosemide, a diuretic, is an anthranilic acid derivative with the following structural formuia:
HO :

0
ol
*/s NH O
of

Generic name: Furosemide {except in United Kingdom -frusemide).
Chemical name: 4-chloro-N-furfuryl-S-sulfamoylanthranilic acid.

ACTIONS

The therapeutic efficacy of furosemide is from the activity of the intact and unaltered molecule
throughout the nephron, inhibiting the reabsorption of sodium not only in the proximal and distal
tubule, but also in the ascending limb of the loop of Henle. The prompt onset of action is a result of
the drug's rapid absorption and a poor lipid solubility. The low lipid solubliity and a rapid renal
excretion minimizes the possibility of lipid accumulation in tissues and organs or of erystalluria.
Furosemide has no inhibitory effect on carbonic anhydrase or aldosterone activity in the distal tubule,
The drug possesses diuretic activity in the presence of either acidosis or alkalosis,t7

INDICATIONS

Dog: Furosemide is an effective diuretic pc ing a wide therapeutic range. Pharmaculogically it
promotes the rapid removal of abnormally retained extracellular fluids. The rationale for the
efficacious use of diuretic therapy Is determined by the clinlcal pathology producing the edema.
Furosemide Syrup 1% is indicated for the treatment of ed {pulmanary congestion, ascites)
associated with cardiac insufficiency and acute infl \atory tissue eds

The continued use of heart stimulants, such as digitalis or its glycosides, is indicated in'cases of
edema involving cardiac insutficiency.

CONTRAINDICATIONS-PRECAUTIONS

Furosemide syrup 1% is a highly effective diuretic-saluretic which if given in excessive amounts may
result in dehydration and electrolyte imbalance. Therefore, the dosage and schedule may have to be
adjusted to the patients’ neads. The animal should be observed for early signs of electrolyte
imbalance, and corrective measures administered. Early signs of slectrolyte imbalance gre: increased
thirst, lethargy, drowsiness or restlessness, fatigue, oliguria, gastrointestinal disturbances and
tachycardia, Special attention should be given to potassium levels.

Furosemide Syrup 1% may lower serum calcium levels and cause tetany in rare cases of animals
having an existing hypocalcemic tendency.10-14

Although diabetes mellitus is a rarely reported disease in animals, active or latent diabetes mellitus
may on fare occasions be exacerbated by Furosemide Syrup 1%.

While it has not been reported in animals, the use of high doses of salicylates, as in rheumatic
diseases, in conjunction with Furosemide Syrup 1% may result in salicylate toxicity because of
competition for renal excretory sites.

Electrolyte balance should be monitored prior to surgery in patients receiving Furosemide Syrup 1%.
Imbalances must be corrected by administration of suitable fluid therapy. i

Furosemide Syrup 1% Is contraindicated in anuria. Therapy should be discontinued in cases of
progressive renal disease if increasing azotemia and oliguria occur during the treatment, Suddsn
alterations of fluid and electrolyte Imbalance in an animal with cirrhosis may precipitate hepatic
coma; therefore, observation during period of therapy is necessary. In hepatic coma and in states of
electrolyte depletion, therapy should not be instituted until the basic condition is irnprovied or
corrected. Potassium supplementation may be necessary in cases routinely treated with potassium
depleting steroids.

WARNINGS

Furosemide Syrup 1% Is a highly effective diuretic and, as with any diuretic, if given in excossive
amaounts may lead to excessive diuresis that could result in electrolyte imbalance, dehydration and
reduction of plasma volume, enhancing the risk of clreulatary collapse, thromhbosis, and smbolism.
Therefore, the animal should be observed for early signs of fluid depletion with electrolyte iinbalance,
and corrective measures administered, £> ive loss of pc ium in pati recelving digitalis or
its glycosides may precipitate digitalis toxicity, Caution should be exercised in animals administered
potassium-depleting steroids.

It is Important to correct potassium deficiency with dietary suppl fon. Caution should be
exorcised in prescribing entsric-coated potassium tablets.

There have been sevearal reports In human litersture, published and unpublished, oonceming
nonspecific small-bowel lesions consisting of stenosis, with or without ulceration, assockated with the
administration of enteric-coated thiazides with potassium salts. These lesions may occur with enteric-
coated potassium tablets alone or when they are used with non-enteric-coated thiazides, or certain
other oral diuretics. These smail-bowel lesions may have caused obstruction, hemorrhage, and
perforation. Sutgery was frequently required and deaths have occurred. Available information tends
to implicate enterie-coated potassium saits, although lesions of this type also occur spontaneously.
Therefore, coated p: ium-containing formulations ahould be edministered only when indicated,
and should be dlsca. inued ¥ diately if abdominal pain, d ion, nausea, vomiting, or
gastrointestinal bleeding occurs. '

Human patients with known sulfonamide sensitivity may show allergic r ions to fur ide;
howaever, these reactions have not heen reported in animals.




Sulfonamide diuretics have been reported to decrease arterial respansweness to prassor amines and
to enhance the effect of tubocurarine. Caution should be exercised in inistering curare or its
derivativas to patients undemn(nn thnranv with Furosemids Svrun 1% and it is advigable to

discontinue Furosemide SVrup 1% for one day prior to any elective surgery.

DOSAGE AND ADMINISTRATION

The usual dose of Furosemide Syrup 1% is 1 to 2 mg/lb body weight {approximately 2.5 to § mg/kg}.
Administer once or twice daily at 6- to 8-hour intervals orally. A prompt diuresis usuaily ensues from
the initial treatment. Diuresis may be initiated by the parenteral administration of Furosemide
Injection and then maintained by oral administration.

The dosage should be adjusted to the individual's rasponse. In severe edematous or refrad:ow $ases,
the dose may be doubled or increased by increments of 1 mg/ib body weight, The established
sffective dose should be administered once or iwice daily. The dally schedule of administration can
be timed to control the period of micturition for the convenience of the client or veterinarian.
Mobilization of the edema may be most efficiently and safely accomplished by utilizing an
intermittent dally dosage schedule, l.e., every other day or 2 to 4 consecutive days weekly, '

Diuretic therapy should be discontinued after reduction of the adema, or maintained after determining
a carefully programmed dosage schedule to prevent recurrence of edema. For long-term treatrment,
the dose can generally be towered after the edema has once been reduced. Re-examination and
consultations with client will enhance the establishment of a satisfactorily programmed dosage
schedule. Clinical examination and serum BUN, COz2 and elsctrolyte determinations should be
performed during the early period of therapy and periodically thereafter, especially in refractory
cases. Abnormalities should be corrected or the drug temporarily withdrawn.

DOSAGE

ORAL-DOG

Syrup 1% - 1to 2 ml {10 to 20 mg furosemide) per 10 Ib body weight (approximately 2.5 to 5 mg/kg).
Administer once or twice dally, permitting a 6- to 8-hour interval between treatments. in reffactory or
severe edematous cases, the dosage may be doublad or increased by Increments of 1 mg/ib body
weight as recommended in preceding paragraphs, "DOSAGE AND ADMINISTRATION®. '

HOW SUPPLIED
Furosemide Syrup 1% {10 mg/mt.), available in 60 ml botties with calibrated dropper.

TOXICOLOGY
Acute Toxicity: The following table Illustrates low acute toxicity of furosemide in three dvﬂ'ersnt
species. (Two values indicate two different studies.)

LDso of furosemide in mgfkg hody weight

Oral Intravenous
Mouse 1,050-1,600 308
[ Fat 2,660-4,600% 680
Dog >1,000 and >300 and
4,840 >464

*Note: The lower oral LDso value for the rat was obtained in a group of fasted animals; the higher
figure is from a study performed on fed rats.

Toxic doses lead to convulsions, ataxia, paralysis and collapse. Animals surviving toxic doses may
become dehydrated and depleted of electrolytes due to the massive diuresis and saluresis.

Chronic Toxicity: Chronic toxicity studies with furosemide were done in a one-year study in rats and
dogs. In a one-year study in rats, renal tubular degeneration occurred with all doses higher than 50
mg/kg. A six-month study in dogs revealed calcification and scarring of the renal parenchyma at all
doses above 10 mgfkg.

Reproductive Studies: Reproductive studies were conducted in mice, rats and rabbits. Only i rabbits
administered high doses (equivalent to 10 to 25 times the recommended average dose of 2 mg/kg for
dogs, horses and cattle) of furosemide during the second trimester did unexplained maternal deaths
and abortions occur. Furosemide should be used during pregnancy only if the potential benefit
justifies the potential risk to the fetus. The effects of aicohol administered to pregnant Beaglgs atd
and at 3.6 g/kg/day throughout gestation suggests that alcohol may reduce the number of offspring
per litter, the birth weight per pup and increase the incidence of stillbirths. There have been no
studies conducted in pregnant dogs administered afcohol at levels found in Furosemide Syrup 1%.

REFERENCES
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2. Muschaweck R, Hajdu P: The saluretic action of 4~Chloro-N~(2~furylmethyl)-E-sulfamyl-anthranﬂlc
acid. (Die salidiuretische Wirksamkelt der Chlor-N-(2-furylmethyl}-S-sutfamyl-anthranifsaute.}
Arzneim Forsch 14:44-47, 1964,

3. Suki W, Recter FC Jr, Seldin DW: The site of action of furosemide and other sulfonamide diuretics
in the dog. J Clin Invest 44:1458-1469, 1965,
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9. Hook JB, Witllamson HE: Influence of probenscid and alterations and acid-base balance of ’me
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10. Antoniou LD, et al: Sodium and calcium transport in the Kidney. Clin Res 15:476, 1967,
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phosphate (Cp), ultra-filterable calcium (CUf-Ca} and magnesium (CUfMg). Clin Res 15:367, 1967.
12. Duarte CG: Effects of ethacrynic acid and furosemide on urinary calcium, phosphate and |
magnesium, Metabolism 17:867-876, 1968.

13. Nielsen SP, Anderson O, Steven KE: Magnesium and calcium metabolism during prolonged
furosemide (Lasix®) administration to normal rats. Acta Pharmacol Toxicol 27:469-479, 1969.
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Furosemide Syrup 1%

FOR USE IN DOGS ONLY
With Calibrated Dropper

CAUTION: Federal law restricts this
drug to use by or on the order of a

| 5, Keep this and all medication out of
; the reach of children. -

% NET CONTENTS: 60 mlL
SEh.  ANADA 200-382, Approved by FDA
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! Directions

F Dog: 110 2 mL (10-20 mg) |
| Furosemide Syrup 1% for |
I each 10 Ib body weight. !
{ Administer once or twice §
{ daily at 6- to 8- hour
i intervais. Dispense in this i
: container with calibrated -
1 dropper. Use dropper to !
! measure and administer !
Furosemide Syrup 1%. See |
insert for full prescribing {
information.

Store between 15°and 30° C
(59° and 86° F)
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jthe treatment of edema
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jCautions: Keep container
itightly closed. Discard
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| Protect from fight,

! This product contains alcohol
111.5% USP as a preserv-
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i and D&C Yeflow #10 as color
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Oral:
Lasix® Tablats 50 mg (scored) and 12.5 mg, aval-
able in bontes of 500.

Lasix® Sycup 1% (10 mg/mL), avallable in 80 mL
bottles with calitwated salsty dropper,

ToxicoLoay
Acute Taxiclty:

The following table Huskates low acute toxlcity of Lasixe
in three different spacias,

(Two values indicated Iws dilterent studies.)

(0¢q of Lasix®
in mghg bodly weight
SPECIES ORAL INTRAVENOUS
Mouse  1050-1500 308
Rat 2650-4600° 680

Dog >1000 and >4840  >300 and >464
*NOTE: The fower ol Lilgg value tar the ral was

ohtained In a group of fasted animals; the highar ligure is
from a shudy pedored on fed rats.

Toxlc doses iead 10 convuisions, ataxta, paralysis and
collapse. Animals survwing toxic doses may become
dehydrated and depleted ot elecitolyles dus to the mas-
sive divresis and saluresis.

Chronie Toxicity:

Chwonlc toxicity studies with Lasix® were done in & one-
yoar study in 1als and dogs. In 8 one-year study In rals,

fenal ubular degeneralion occurred with all doses higher
thaa 50 mgrkg. A six-month study in dogs tevested caid-

fication and scatrng of the renal parenchiyma at all doses
above 10 mgihg.

Reproductive Studies:
Reproductive studies were conducted in mice, rats and
rabbits. Only in rabblts adminisiared high doses {squiva-
fent to 10 to 25 times the recommendsd avarage dose of
2 mgikg lor dogs, hotses snd cattie) of furosemide during
he sacond itimestar did unaxplained maternal deaths
nd abortlons occur. Lesix® (urosemide) should be used
wring pregnancy only # the potential benefit justilies the
alentiad risk to tha feius. The effects of alcohat sdmints-
red lo pregnant Beagles at 3 and af 3.8 gmsfkgfiay
roughout gestation suggests that alcshot may reduce
s numbar of offspring per fitier, the brth welght per pup
4 Incransa the Incideace of stilibirths. Thers have
on no studies condixted in pragnant dogs ddminls.
ad aloohok 8t lm!s found in Lasix® 1% Symup.
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Lasix
(furosemide)
Syrup 1%

A diuretic-saturetic for prompt rafief of edems.
CAUTION: Faderat iaw 1asticis this drug to use by of on
the order of a licensed velerinarian.

DESCRIPTION

Lasix* ffurosemide) is & chamically distnet diwsiic snd
salurstic pharmacodynamically charactarized by the ol

1) A high degrea of sfficacy, low-inherent toxicity and a
hugh therspeutic index,

2} Arapid onset ofaction of comparatively shoit dura-
“tior. $2

3) A pharmacologlo aciion in the functional area of
the naphron, i.e., proximal snd distal tubnstas and the
ascending Emb of the foop Henie.24

4) A dose-responss telstionship and a ratio of mintmum
1o maximuin sffactive dose 1ange greater than ton ¢
told. 1.2

5) U may be administered oraky of patenterally. itia.
1oadily absorbad from the intestinal fract and well (ol-
etaled. The intravenocus oute produces the most
rapid diuretic response.

The CAS Registry Number is: 54-31-9.

This product containg alcohol 11.5% USSP as a preserva-

. tive, and FO&C Yeliow #6 and D&C Yellow #10 as color

additives.
Lasix®, a diuretic, Is sn anthvanfic acid derivative with the
tollowing structural loomula:
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Generic name: Furosemide {except in United Kingdon ~
frusemide).
2Mmac&m i naime. 4-chivio-N-ffurylS-idlamoylantivani-

ACTIONS

The thetapeutic elficacy of llsll' {lwrasemide) is trom
mmammmm«mmmm
out it nephron, intibiting the resbisorption of sodium nat
only | the proximal and distal tubule, but also in the
ascending imb of the Joop of Henle. Tha prompt onset of _
ACHON i3 &.1asull of-the drug's rapid absorption and a
OOt lignd solubsidty. rmmmmmamu-pu

mmmumumm ’
mmmm«muamm Lasix® Hes
mﬂﬂmyohummm.um’

activity in the distal tbule, !Mdmgposmmdmﬁc

activity in the presence of either acidasis or akalosis. 17

INDICATIONS

00G

Lasix® is an eflective diuretic possessing a wide thera.
peutic range. Pharmacolagically it promotes the rapid
removal of  telaled extraceliviar Nulds. Thc‘
rationale for the ellicndous use of diuretic therapy is
damm!md by mo clinlcal pathology producing mm
thh:‘ is mdiulcd tor lho treatment of edema (pu|—
monary congsstion, ascites) assoclated with cardinc
insutliciency and acute noninfammaitory tissue adema.
Tha continued 1se of hantt stimulants, such ns dlqunlisor

Uz glycoswles, hmﬁhmdmm\g
msulficiency. )

cardiag

CONTBMNDICAHONS-PRECAU?!ONS
Lasix® n:mmm;mmmnm
hummnmmsmaymhdahydubmmm

wolyte nibatincs. * Thevslore, e dosage and schedule

may have to be adjustad to the pationts’ needs. The ani-
mal should be observed lor.sarly signs of electrolyle
imbatance, and corrective measwes administered. Esrly
signs of elactrolyle imbatance are: Incrensad thirsy,
lethargy. drowsiness or restiassness, fatigue, ofiguria,

gasticmtestingl disturbances and lachycardia. Spacial
attention shonid he given 1o polassium levels.

714900-6/96

Lasix® may lower serum caicium levels snd cause tetany
in tare cases of animals having an sxisting hypocalcemic
tendency. 10-14

Alhough dinhetes mekitus is a rarely reported disease i
animals, active or latent disbetes meititus may on rare
oocasions be sxacerbated by Lasix® {furosemide).

Whils it has not been reported m animals, the use of high
' doses ol saficylates, as in sheumatic diseases, in con-
{uriction with Lasix® may fesult in salicylate toxicily
because of cnmpombn for renal excrelory sites,
"Eléctrolyte balance shauki be monitored prioe 10 surgery
in patients tecalving Lasix® (furusumude). Imbalances
“must be corrected by adiminisiraion of sualile fuid ther-

apy.
Lagix® is conteaindicated in anixia. Therapy should be
disconfinued i cases of prograssive renal disease il
mm.:mmm:.::uuduhgmum
ment. ‘Sudden siteratons of fluid and slectolyle imbal-
mhmmmmmpmdpﬁmmﬁc
deUl.observmm‘gpoﬂoddmuapyis
necassary. in hepatic coma and in states of electrolyte
" depletion, therepy should not be instituted until the baskc
condition Is improved or conected. Potassium

. supplementation may be nacessary in cases routinely
trasied with potassium deplating stercids.

* WARNINGS
l.os!l‘ is a highly efleciive divretic and, as with any
* diuretic, ¥ given in excessiva amounts may lend to exces-
. shve diuresls that could result in eleciolyte imbalance,
and taciction of pasmia volume, snhancing
he sk of Glrculaloty coftapse, thirombosis, and
embolism. Tharelore, the animal shoald he cbserved for
enrly 3igns of fiuid depletion with efectrolyte imbalance,
and corfective measures administered. Excessive 033 of
potassium i patients recaiving digiinlis or its glycosides
mey precipitate ‘digitalis toxicity. Crudtion shouid be exer-
cisad in.animals adminisistsd putassium-deplating
steroids.
Nis imponant to mnea potassivm delmncy with distary
supplementation. Caution should be exercised in pra.
scribing entaric-coated potassion tablets,
Thum have been JBevernl reports in huimnn literature,
published and unpublished, conceming nonspecilic
smal-bowel lesions consisting of stenosis, with or without
ulum associated with tha adiministration of enteric-
coated thiszides with potasshun salts. Thase lesions
may occur with enteric-conted potassium inbiets slone or
when they are used with son-enteric-coated thiazides, o
ceriain other orsl divrefics. These smati-bowel lesions

" may have caused obstruction, hemorshage, and periors-

.-

—

o a—o -t ew

ton. Surgery was frequently required, and dsaths have
occurred. Available information tends to implicate
enteric-coated potassium sslts. athough lesions of this
type afso occur spontaneously. Therelore, coated potas-
sium-containing formulations should be administered only
when indicated, and should be discontinued immedeately
4 abdominal pain, distension, nauses, vomiting, or gas-
komtestinal bieeding acours,

Human patients with known sulfonamide sensitivity may
show allergic reactions lo Las® {furosemide); however,
these reactions have not been reported in animals.
Suonumide dnietics have been reported 10 decrease
anterial tesponsiveness 1o pisssor amines and fo
enhance the effect of . Caution should be
exeicised in administering eumo of its derivaives to
patients undergoing therapy wih Lasix™ and R (s adwis-
sble to discontinue Lasix* lor one day prior 1o any elec-
Eve surgery.

DOSAGE AND ADMINSTRATION

The usual dose of Lasix~ is { to 2 mg/ib. body weight
{spproximataly 2.5 to 5 mg/kg). Administer once or twice
daily at 6- 1o 8- haour intervals either orally, intravenously,
o inteamuscularly. A prompt divresis usually ensues
trom the initial reatmant. [Diuresis may be initated by the

mmmmdwmummido)m ’

and then mainained by oraf adminisirstion, [

The dosage should be adjusted o the lmﬂvmult’
fesponss. In severe edsmatous of refraciory cases, the
dose may be doubled or incteased by incremants of
Img/ib. body waight. The astablished ql!uqm duse
should be adiinistered once or twice daily;, S1lie <y
schedule of mmmlonm&mmmum
period of micturition of the convenience ol the cliént or
velarinadian, Mobizmo!luodummyqumdﬁ-
ciently sind safely accomplished by uliiziig ah intermit-
fent daily dosage.schechde, ie., mmyomcmaym 2104
conseculive days waekly.
mmaapymnumammmmma
the edema, of maintained after determining o carelully
programmed dosage schedule 1o prevant recurrence ol
adema. For Jong-term treaiment, the dose can gavierally
be lowered alter the edema has once been reduced. Fle-
sxamination and consuliations with client will enhance

the estalvishment of a satistaciorily programwned dosage

schedute. Cinical examination and serum BUN, COp
and electrolyte determinations should be pesformead diw-
ing the early periad of therepy and periodically thereafter,
especially in selractory cases. Abnormallties should be
correcied or the drug temporarly withdravwn.

'PAHENTERAL:
pod

DOSAGE

ORAL:

00G

Syup 1%

One 10 2 mi (10 to 20 mg furosenwde) per 10 . body
weight (approximately 2 5 to § mgiky)

Administated once of twice dady, pesmting a 6- to 8-
hour interval between eatments. in refractory or severe
sdemaious cases, the dosage may be doubled of
increased by increments of tmgib body weight as rec-
ommended in precedmy pavaouphs "DOSAGE AND
AUMINISTRATION *

DOG & CAY

Tablets (12.5 mg and 5G iny)

One Lasiz® (fwosemule) 12 5 mg tabvet per 5 to 10 Ib.
body weight. Adnvinisier once o twice daiy ai 6o 8
hout intervals.

Ons Lasin® 50 mg scorad tablel per 25 to 50 ib. body
woight. Administer once or twice datdy at 6 to 8 hour
firervals.

The 12.5 mg or 50 mg table} may be doubled or
intieased by increments of t mg/tb body weight in
rekaclory of seveis adema cases. &

Administer intramusculady of intravenousty 1/4 to 12 miL
per 30 1. body weight (approximately 2.5 t0 5 mgikg).
Adrminisier once of twice daily, peimiing a 6- 1o 8- how
intervnl hatwaon kantmnnts. In rskactony o severs ade- 3
nmmumtiwmyhmwaw:
by increments of § iyt body weght as secommended
inpreceding paragraphs, "DOSAGE AND ADMINISTRA.
TION.”

HOW SUPPLIED

Parenterat:
“Lasi (furosemide) injection 5% (50 ingfrl) - :
Each mbL contsing: 50 mg fuiosemide as
disthanolamine salt prasesved and stabifized with
myristyl-gamma-picolintum chioride 0.02%, EDTA
soium 0.1%, sodium sulfite 0.1 wih sodium chio-
ride 0.2% I dlistitad water, pt aduisted with sodim
hydroxide. Available in 50 mL muitdase vinls.



A diuretic-saluretic for } . 4r7Aa0 .
oral use alone or in com- . NDC 12799“394*06

bination with Lasix®
(furosemide) Injection in ,
the treatment of edema 3

(pulmonary congestion, 60 mL
ascites) associated with
cardiac insufficiency and

acute noninflammatory FOR USE lN DC’GS @NLY

tissue edema.
DIRECTIONS:

DOG: 1to2mL (10- L b @)
f20 mg) Lasix® Sg‘rjup 1% aS X

or each 10 Ib. body PR
weight. Administer once {fu rosem lde)
or twice daily at 6-to 8-
hour intervals. Dispense o/
in this container with cal- - Syrup 1%
ibrated safety dropper. {10 mg/mL.)
Use dropper to measure §
and administer Lasix®
Syrup. See insert for full
prescribing information.

with calibrated safety dropper

Caution: Federal law restricts this drug to use
by or on the order of a licensed veterinarian,




