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OESCRIPTIOR:
Lithlum Carbonats Extended-Releass
Tablets are a form of an antimanic med-
Ication for oral administration. Ezch oft-
white, flim-coated, extended-release
tablet contains 300 mp of dthlum car-
bonats. This slowly dissolving, film-
coatsd tablet is designed to give lower
sorum [fthlum peaks than obtained with
conventional oral kthium dosage forms.
Lithium carbonats, USP Is a white, gran-
utar, odorisss powdsr, which s
Iywlublelnmundmyslbumyso&
uble In alcohol. It dissoives, with
vescanca, in dliuts minsra) adds fts
molscutar formuta is LipCO and molec-
ular vteluht Is 73.89.
Tha Inactive ingredients ars as follows:
calcium staarate, carmauba wax, hydraxy-
methyicallul

mstdeUSPDruan
Test 1,

INDICATIONS AND USAGE:
Lithium (s indicatad In the treatment of
manic episodss of manic-depressive il
ness. Maintanancs therapy prevents of
dlmitdsms the Intensity of subsaquent
opisodes in those manic-depressive
patients with a history of mania.
Typicsl symptoms of mania include
pressure of speech, motor hyperactivity,
reduced need for siesp, fight of ideas,
elation, poor
apgressiveness, ang possibly hostility.
When given to a patient experiencing.a
manic spisods, lithium may produce a
normalization of symptomatology within
110 3 weaks.
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Lithium should gansrally not be given i
mnnmmmmmﬂuwﬂb-
vascular diseass, savere deblitation,
dehydration, or sodium depletion, snd

adjustment to the usually low doses
mmnmmﬂmmmm
In such nstances, hospitaization is 3

necessity.

Lithium toxicity is cosely relatsd 10

sammthmimlsmdw\mun
close to the tharepeutic tavels

(se¢ DOSAGE AND ADMINISTRATION).

Lithum therapy has beent reported n

luxid!yasalarmmmo.mmr.
mnumd:vudmurmmw

WeNess accur.

Uthium nwpmlcmmemufnw-
romuscular blocking agents. Theretore,
neuromuscuiar biocking agents shouid
be given with caution to patients receiv-
Ing Wthium. .

Lithium may impair mental and/or plys-
ical abilities. Caution patients sbout
activities requiding alartness (e.9., 0peT-
ating vehicies or machinery).

Combined use of Raloperidol and itkinar
An encaphaiopathic syndrome {charac-
terized by weakness, {athargy, fever,
tremulousness and contusion, extra-

oxists.



PRECAUTIONS:
The abiifty to toterats fithim Is greater
durlng the acute mank phass: and

. decreasss when manic symptoms sub-

m(mmmmmsmm.
The distribution space of lithum
approximates that of total body water,
Lithium is pmarily sxcretsd i1 urine
with insignificant excretion in faces.
Renal excrtion of Iithium is proportian-
al to s plasma concentration. The haX-
elimination thme of Ithium I3 approx-
mataly 24 hours. Lithum detrsases
sodium reabsorption by the renal
tubulss which could isad to sodium
depietion. Therefors, ft is essentizl for
the patient to malntain a normal diet,
Including satt, and an adequats fiuid
Intake (2500-3000 mL) at isast during
the initta) stabiization period. Decreased
tolerance to lithium has been reported to
ensue from protracted sweating or diar-
rhea and, H such octur, supplermental
fluid and satt shouid be adminlsteced. /n
addition to sweating and darhaa, con-
comitant infection with elevated temper-
mmrrwymnmmmmpnmy
or ot

do not necessarily constitite a con-
traindication to (thkim treatment: whare
hypothyroidism exists, carsfid monitor-
Ing of thyroid tunction during Rthium
stabilization and mainterancs altows for
correction of changing parame-
ters, i any, where hypothyroldism
occurs during (fithium stabiftzation end
maintenance, supplemental thyrold
traatment may be used.

Indomethacin (50 mg tid.) has been
reported 10 increase steady-staia plas-
ma lithium levels from 30 to 59 percent.
There is also some evidence that other
L] agents
may have a similar effect. When such
combinations are used, increasad plas-
ma lithium leve! monitoring is recom-
mended.

Pregoancy:

Adverss effects on nidstion in rats,
embryo viabillty in mics, and metabo-
llsm in vitro of rat testis and human

{nducad teratology. :

There are itthium birth registrias in the
United States and stsawhare; however,
thers are at the presant time Insuffichent
data to detormine the etfects of kthum
on human fstuses. Therefors, at this
point, Ithium should not be used In
pregnancy, especially the first trimaster,
unless In the oplnlon of the physician,
the potential benefits outweigh the pos-

Lithium is excreted in-buman milk,
Nursing should not be undertaken dur-
Ing lithium therapy except in rare and
unusual circumstances where, i the
view of the physician, the potantta ben-
uﬁtsmwmoﬂmmmmpowm
hazards to the child.

FPediatris Use:
Slnuhfonnaﬂonnoamlnqnmsafuy
and effectivaness of lithium in children

undsr 12 years of 20w [s not avaitabls, its *

usa in such patiants Is not recommeng-
ed at this time,

ADVERSE REACTIONS:

Adverse reactions are seldom encoun-
tered at sarum (ithium levels beiow 1.5
MEYL, except in the occasional patfent
sensitive to lithtum. Mild to modarate
toxic reactions may occur at isvels from
1.5-2.5 mEqA. and moderate to savers
reactions may be seen at levels from
2.0-2.5 mEQ/L, depanding upon individ-
ual responsa to the drug.

Fina hand tremor, pelyuriz and mikd
thirst may occur during initial therapy

(over}

[



for the acuts manic phass, and may per-
sist throughout treatment. Transient and
mitd rausss and genaral discomfort
may also apgear during the frst faw
days of ifthium

Tremor, muscie hyperimitabikty (tasicu-
tations, twitching, clonic movements of
whole Umbs), stada, choreoathetotic
movemonts, hyperactive desp tendan
fles.

Contral Narvous System:

Blackout spelts, epilaptiform seizures,

. slutred spaech, dizziness, vertigo,

Incontinence of urine o feces, somno-
fance. psychomotor retardation, rast-
lassness, confusion, stupor, coma.
Cases of pseudotumor cerabri
(Increased intracrantat pressure and
Papllledema) have besn raported with
lithium usa. It undetectad, this condition

Cardiac archythmla, hypotension,
peripheral circuiatory collapse.
Anorexia, nausea, vomiting, diarhea.

3
Gexttourtnary:
Au‘?uumm oliguria, polyurta, giyco-
§
Dsrmatologle:
Orying and thinning of ha, enssthesia
of sidn, chronic foficukitly, xerosis cutls,
alopecia, exacertation of psortasis.

Autonomis Nervous Systeen:
Biurred vision, dry mouth,
Miscolianeoay:

Fatigus, lathargy, tendency to sisep,
weight toss, translent sco-

10
Thyrstd Absomialities:
Euthyrold goiter andéor

o by
lower T3 and Ty. 1434 lodine uptake may
be slavated (see PRECAUTIONS).
Pe

radozdaly,mmumrlmmr-
roidism have been reportad.
23]

hypothyroidism, tran-
skent hyperglycamia, generatized prur-
itus with or without rash, cutansous
uicers, albumlinuria, worsening of
organic brain syndromes, excessive
weight gain, edematous swelling ot
ankles or wrists, and thirst or polyuria,
sometimes resembling diadates
Insipidus and metatlic tasts,
A singlo report has besn racelved of the
development of of
fingers and toes and coldness of the
extremities within ons day of starting of
treztment of kthium. The mechanism
through which thess symgtoms {resam-
bing Reynaud's Syndrome) daveioped
Is not kngwn. Racovery followed dis-




OVERDOSABE:

The toxdc tavels fos Ettdum are closo
the therapeutic levels. 1t is therelore
|mpommunsmmmnmm
beuuﬁomdtowmmumm
sympmmmdmugmmhmmdm
and Inform the pnysidmmoutdmw
occur. Toxic symptoms are sted In
detall undar ADVERSE REACTIONS.

Trestment:

NowedfcuwmmrDmMmpouw
Ing is known. Enm:ymnmnuotuml-
um mﬂdwmummunmﬂw

druqmmunwﬁmutmmmwﬁn
alcmrdosaaﬁuznolenonu,ln
sovere cases of lithlum potsoning, the
first and toremost godl of treatment

am
increases in lithium excration.
Hemodialysis s an

, reguiar chest X-rays, and preser-
vation of adequate respiration are
sasential.

DOSAGE AND ADMUNISTRATION:
Acuts ianie:
Dpﬂmwmﬂnuﬂnﬁb‘
mwmmmmmm

towing dosages:
900 mg b..4. or 600 mg L.d. (1800 ™

Centrok:
desirable sarum lithium tovels are
o.sluumEWmemytm
malmwwmmwm,mmm
tollowing dosages wil aintain this
Tavel.

QNmomtzwmuwdwgmmm
of thres divided doses.

Serum ihlum leveis in uncomplicated
cases receiving maintenance therapy
during mmwmshouldbemmmm
o least every two months. Patients
abnormally sensitive to lithium may
emmmﬂcslomanmmuwhw1
10 1.5 mEgL. Eidery patients oftsn
mmmmmwmm
mmmolmmynummw
ordinarily toleraied by other patients.

no.:

Bloodnmotuforwumummnm-
mu\aﬂommndbedrawnlmmaam
prlo'mmwdoosemenlmumm
centrutions are relatively siable (18,
8-12 tours after previous dose). Total
reliance must not be piaced on sesum
mm.mmmmm!umm

analysis.

Lithium Carbonsts Extended-Relsase
Tablets must be swallowed whole and
never crushad of chewed.

HOW SUPPLIED: .

Uthium Carbonate Extendod-Releass

Tablots, USP are avallable a=:

300 myg: Off-white, round, fiim-coated,
blconvex, unscored tablets.
Dabossed with b on one sice
and 345 on the other side.
100 NDC 0555-0345-02
1000 NDC 0555-0345-08

Duwmuunammm
in @ tight containes.

Stors at controlled room temparatury
15°-30°C (59°-66"F) {See USP].

Protect trom molsture.
MANUFACTURED 8Y
LABORATORIES,
POMONA, WY 10970

Revised APHIL 2002
BA-MS
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BARR LABORATORIES, INC.
Pomona, NY 10970

1120345050101

Each tablet contains:
Lithium Carbonate, USP 300 mg

This product meets USP
Drug Release Test 1.

DOSAGE AND ADMINISTRATION:
See package brochure.
WARNINGS:

See package brochure.

Dispense with a child-resistant
closure in a tight container.

Store at controlled room temper-
ature 15°-30°C (59°-86°F) [See USP).

Protect from moisture.

el

o

BARR LABORATORIES, INC. NDC 0555-0345-05

Lithium Carbonate
Extended-Release
Tablets, USP

SAMPLE

0555-0345-05 °

N
3

1000 Tablets

Exp:
Lot

e
Bt

) QASHED LINE INDICATES VARNISH AREA AND DOES NOT PRINT.

NON-VARNISH AREA: 1" FROM RIGHT EDGE OF LABEL.
ADJUSTED COPY AND VARNISH SPECS TO FOLLOW "LABEL SIZED" TEMPLATE.

Cusiomer. Bar Labs

Label Size: 3.625x7.00.125CR.
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