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FOR INTRAVENOUS INFUSION
ONLY AFTER DILUTION

Ampul

| WARNING ]

The use of this drug in any particuler patient is
recommended only whan the severity of the
clinical condition justifies the aggressive messures
associated with this type of therapy.

Endrate (Edetate Disodium Injection, USP) is a starile,
nanpyrogenic, concentrated solution of edetate disodium in
water for injection which as a result of s pH adjustment with
sodium hydroxide contains varying amounts of disodium and
trisadium saits. After dilution, it is administered by
imravenous infusion,

Each millifiter (mL) contains edetate disodium, anhydrous
150 mg. May contain sodium hydroxide for pH adjustment.
pHis 7.0 (6510 75). -

Ecetate disodium is classified as a clinical chelating agent
for emargency lowering of serum calcium in bypercaicemia.
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The solution contains no, bagteri t, srtimicrobisl agent
or buffer (except for pH gnit) and s intended only for
uze [aher dilution) as & 5 infusion, When smaller

doses wre required, the unused portion should be discarded.

Edetate Disodium, USP i chemically designated disodium
{ethylenedmitriio) wir dilrydrate, & white crystaling
powder solubly in witér. It is also described as the disodium
sail of ethylenadiaming tetiaacetic acid {EDTA} and has the
following struetural formula:

NsOCOCH, CH,CODNa
S
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CLNICAL PHARSMA COLOG Y
Edetate Disodium Injection, USP forms chelates with the
cetions of caleivm and many divalest and ot |
Because of its affinity for calcium, edetate o will
produce a lowering of the serum calcivm level du:f:g
iniravanals infusion. Slew infusion over » protracted per
may causa mobiliatien of extracirculatory caleium stores.
Edetate disedium exerts ¥ negative inctropic effect upon
the heart.

After mtravenous administration, the chelate formed =
wecreted in the urine with 50% appearing m | hour and over
5% in M hours.

CHLODH
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ikewize forms chelates with other

Edetate disodium likewis
palyvalant meials and produces increases in urinary

euciation ol magnesium, zin; gad ather race elements. It
ﬁmmtﬁm:rhﬂuﬂﬂﬁmﬂmmtm
serum level and increase wrinary loss of potassium.
INDICATIONS AND USAGE

Endrate (Edetate Disodium Injection, USP) is indicated in
selected patients for the emargency meatment of
Injparcaicemsa and for the control of venlricular arrhythmias
associted with digitalis toxicity.

CONTRANDICATIONS

Endrate (Edetate Disodium Injection, USP) is contramdicated
N surie patients. I is not indicated for the ireatment of
generaiued anterioscleresis associated with advancing age.
WARMINGS

See waming statemant, page 1.

Rapd intravenous infusion ot attsinment of high serum
concestraion of edelate disodiem may ceuse a precipiions
drop in the serum calcium jevel and may result in fatafity.
Texicity appears to be dependent upon both fotal dosage
and speed of administration. The rate of émenistration and
dosage should not exceed that indicated in DOSAGE AND
ADMINISTRATION.

Because of its irtant olfect on the isswes and bacause of
the danger of serious side eflects # admimistered ip the
undiluted form, Endrate (Edetate Disodwm Injection, USF)
shoulc be diluted before intusion. See DOSAGE AND
ADMINISTRATION.
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Alter the inlusion of wdetate disodwm, the patient should
remam wn bed for a short ime because of the possibility of

The possibiiity of an adverse effect on myocardial
contractiiity shovld be considered when administering the
drug to pabents with heari dioase. Caution is dictated in
the use of this drug in patents with limited cardiac reserve
o incipient congestive failure.

Edetate Disodiunm Injection, USP therapy should be esed
with caution in patiants with clinical or subelimcal
potsssium deficiency states. In such cases i is advisable to
perform sefum polassivm blond levals for possible

and to monitor ECE changes.
Thpuﬂiqrnlhq:mﬂmu should be kapt in mind
during proloaged therapy.

Treatment with edetate disodium has been shown 1o
cause a loweriag of blodd sugar and insulin requcements

patignts wath dabetes are treated vath insulin,
Dnmtmwilumﬁh!ﬁm s elpar 3nd contaimer i wilae!
Discard snuted partion.

Laboratory Test
Renal excretery funclien should be assessed prior ta
traatmant. Periodic BUN and creatmng determinations
and daily urinalysis should be perdormed on patients
recewing this drug.

‘Because of the mlhity aof inducing an elecirolyte
imbalance during trestment with edetate disodium,

appropriate laboratory determinations amd studies 1o
evaluate the status of cardiac function sheuld be performed.
Repetizion of thess tests is recommaended as oflen as
climc aby indicated, particubarly in patients with ventricular
arrtrythmia and these with a history of seizure disonders or
intracraniol lesions. iF-clinical evidence suggests any
disturbance of liver function durng treatment, approgriate
lsteoratory determinations shewid be performad and
withdrawal of the drug may be requied.
Drug/Labe abery Test |ievactoas

The onalate method of determining serum calcium tends to
give Jow readings in the presence of edetate disodmm;
mocification of this method, as by aciilying the sample or
use of a different method may be required bor accoracy. The
lgast interference will be noted immediately before a
subsaguent dogs is administered.

Carcinogrnesis, Metagesesis, Impeirment of Feritity.
Delinitive statements cannol be made due 1o insuffliciem
data snd conflicting information.

Pregrancy Category C: Aoimel reproduction studies have
not been conductad with Edetate Disodivm Injection. It s
8's0 rot known whether Edetate Disodium Injeciion can
cause fetal harm when admenistersd 10 3 pregnant woman
or car affect repreduction capacity. Edetata Disodiam
injection should be given lo a pregnant woman ouly if
clearty needed.

Mursing Mothers: The safety of this preduct in nursing
mothers has nol been established.
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ADVERSE REACTIONS

Gastrointestinal symptome.sueh a3 nausea, vomiing and
diarrhes are hairky common following admnistration of thas
drug. Transient symploms such as circumoral paresthasia,
numbness and headache.and o transient drop m systolic
ond diaswlic Mood pressure may eceur. The il
febrile ranctions; byperuricemia, anem:a, exfoliative
dermatits snd other toxic skin and mucogs membrane
resctons have been reported.

Nephretonicily and demage to the reticuloendothelial
system with hemorrhagic tendencies have been reported
with excessive dosages.

OVERDOSAGE

Because of the that Edetate Disodium Injection,
USF may produce a-precipitous drop in the serm caicium
bevel, & source of calcium replacement suitanis for
iniravenous administratien (such as calcium gluconate)

ﬂwhmmlﬁnﬂhmhﬂuu ndetale
drspdium

&5 sdmirsstered. Extreme caution is dicteted in. the
use of intravedous ealcium in (ha treatinent of tetany,

Edetate Disodium Injection, USF is admimistersd by
wiLravenous inhuson only sfter dikubon.

For Addultx: The recommeanded daily dosege is 50 myg/kg of
boty weight 1o & manimom dese of 3 g n M howrs. The dosa,
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colculated by body weight, shoukd be e¥uted m 500 ml of
3% Dextrece Injection, USP or 0.9% Sodium Chioride
Injaction, USP. The intravenous imfusion should be reguisted
50 that three ar more hewrs are reqaired for completion and
the cardiac reserve of the patieat is mot exceeded, A
suggested regimen includes five consecutive daily doses
Followed by two days without medication, with rapeated
COWSEs o8 Necessary (o « total of 15 doses.

For Childrew: The recommendsd daily dosage is 40 mgkg
(g mamammmmumnm
weight, should be diluted in a sufficient volume of
3% Dextrase Injection, USP or 0.9% Sodium Chioride
Injection, LISP to bring the final concentratron of edatate
disedium to nct more than 3%. The intravenous infusion
should be regulated 5o that three or more hows are reguiied
for completion and the cardise reserve of the patient is notl
wiceedad. The maximum dose is 70 mgfig per M-howr
peviod,

Farerteral crug products should be nspected visualy for
sarticutate matter wnd dmscoloration prior 13 admenisiration,
whenevei solutien aad comtminer primil. Sea
PAECAUTIONS. :

Dewg lnberachions

Additives may be incompatible with the reconstitutsd
Idiluted) soltion raquired for intravenous infusion, Consult
with pharmacist, i svailable. When Ty cng addibves,
use eseptc technigue, mix thoroughly sod da nol store.
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