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DESCRIPTION:

Each Levali G Capsule is
used for oral administra-
tion.

Each capsule contains:
Gualfenesin ..... 400mg
({immediate-release)
Psaudoaphadring

(extenced-release)

Guaifenesin ig an expacte-
rant having the chemical
nams, 1,2-propanediol, 3-
(2-methoxyphenoxy}-, {)-.

Pseudoephedrine hydro-
chleride is an adrenergic
(vasoconstrictur&. The
chamical name is banzene-
methanol, a-g- methyl-
amina) eihyg-, [5-R", R}
hydrochloride.

Inactive ingredients:
FD&C Red #40, FD&C Biue
#1, Gelatin, iron Oxide Slack
Ink, Povidone, Bhellac,
Starch, Sugar, Talc and
Titanium Dioxide.

CLINIGAL PHARMACOLOGY:
Pseudoephedrine hydro-
chlaride is an orally indirect
acting sympathomimetic
amine and exerts a decon-
gestant action on the nasal
mucosa. It does this by vaso-
constriction which resufts in
reduction of tissue hyper-
amia, aderma, nasal conges-
tion, and an increase in nasal
airway patency. The vaso-
consiriction action of psau-
doaphedrina is similar to
that of ephedrine. In the
usuat dose it has minimal
vasoprassar effacts.
Pseudoephedrine is rapidly
and almest completely
absorbed from the gastroin-
testinal fract. It has a plas-
ma half-life of 6 to 8 hours,
Alkaline urine is assatiated
with slower elimination of
the drug. The drug is dis-
Eributed 1o body tissues and
fluids, Including the central
nervous system (CNS).
Approxirnate!? 50% fo 75%
ef the administared dose is
excreted unchanged in the
urine; the remainder is
apparently metabelized in
the fiver to inactive com-
pounds by N-demethyla-
tion, parahydroxylation, znd
oxidative deamination.

Guaifenesin prometes lower
respiratory tract drainage
by thinring bronchial secra-
tions, and facilitates
removal of viscous, inspis-
sated mucus. By reducing
the viscosity of secretions,
guaifenesin increases the
efficiency af the cough
reflex and of the ciliary
action in removing aceumu-
lated secretions from the
trachea and brenchi.

INDICATIONS AND USAGE:
Levall G is indicated for the
temporary symptomatic
rofief of sinusitis, branchi-
tls, pharyng!tis, and the
commeon cold when these



GXCTETed unchangad in the
urine; the remainder js
apparently metabolized in
the liver to inactive com-
pounds by H-demethyla-
tion, parahydraxylation, and
oxidative deamination.

Guaifenesin promotes lower
respiratory tract drainage
by thinning bronchial secre-
tions, and facilitates
removal of viscous, inspis-
sated mucus, By reducing
the viscosity of Secrations,
guatfenesin Increases the
efficiency of the cough
reflex and of the ciliary
action in removing accumu-
lated secretions from the
trachea and bronchi.

INDICATIONS AND USAGE:
Levall G is indicated for the
temporary symptomatic
teliaf of sinusitis, bronchi-
tis, pharyngitis, and the
commen cold when these
conditions ara associated
with nasal congestion and
viscous mucus In the lower
respiratory tract.

CONTRAINDICATIONS:
Patients with hypar-
sensitivity or idio-
synerasy to any
of its ingrediants.
Sympathomimetic
amines are con-
traindicated in pa-
tients with severe
hypertension, severe
coronary artery dis-
ease and patiants
on MAQ inhibitor
therapy.

WARNINGS:
Sympathemimetic
amines shouid be
used judiciously ang
sparingly in patients
with hypertensicn,
diabates, ischemic
heart disease,
hyperthyroidism,
increased infraocu-
lar prassurg and
prostatic hypartro-
phy. See Contrain-
dications, Sympa-
thom!imetic amines
may produce CNS
stimulation and con-
yulsions or cardlo-
vascular collapse
with accompanying
hypotansion. The
elderly {60 years and
older} are more likely
to exhibit adverse
reactions. Do nat
exceed recommand-
ad dosage.

PRECAUTIONS:

General: Should be used
with caution in patients with
diabetes, hypertension, car-
diovascular disease and
hyperreactivity to sympa-
thomimetic amines.

Infermation for Patlents:
Do not crush or chew
Levall G capsules prioe to
swallowing.

Drug Interactions:
Moncamine oxidase (MAQ)
inhibitors and beta-adrener-
gic blockers increase the
efiect of sympathomimetic
amines. Sympathomimstic
amines may reguce the
antihypertensive effacts of
methyldopa, mecamylaming
and reserpine.

Drug /Laberatory Test
Interactions: Guaifenasin
has been reported 10 intar-
fere with clinical Jahorate
detarminations of urinary 3-
hydtoxytndaleacetic acid (5-
HiAA) and urinary vanilly-
mandalic acid (VMA).

Pregnancy Galagory C:
Animal reproduction sludies
nave not been conducied
with Levall G. It Is also not
known whether Levall G can
cause fetal harm when
administered to a pregnant
woman or can affect repro-
duction capachy. Levall G
shouid be given to a preg-
nant waman only if tlearly
needed.
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apparantly metabolized in
the liver to inactiva com-
pounds by N-demethyla-
tion, parahydroxylation, and
oxidative deamination.

Guaifenesin promotes lower
respiratory tract drainage
by thinniing branchial secre-
tions, and facilitates
removal of viscous, inspis-
sated mucus, By reducing
tha viscosity of sacretions,
guaifenesin Increases the
officiency of the cough
reflex and of the cilfary
atlien in removing accumu-
lated secrefions from the
trachea and bronchi.

INDICATIONS AND LUISAGE:
Levall G is Indicated for the
temporary symptomatic
reliaf of sinusitis, bronchi-
tis, pharyngitis, and the
common cold when these
conditions are associated
with nasal congastion and
VISCOUS mucus in the lower
respiratory tract.

CONTRAINDIGATIONS:
Patients with hyper-
sensitivity or idio-
syncrasy to any
of its ingredients.
Sympathomimatic
amines are con-
traindicated in pa-
tients with savare
hypertension, savere
coronary artery dis-
aase and patients
an MAQ inhibitor
therapy.

WARNINGS:
Sympathomimatic

amines should be

used judiclously and

sparingly in patients

gv‘ltg ?ype;’tegsiop.
iahetes, Ischemig

haart diseass, -_...
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increased intraocu- =
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dications. Sympa-
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stimulation and con-

vulstons or cardio-
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with accompanying

hypotensien. The

elderly {80 years and

older) are more likely

to exhibit adverse

reactions. Do nat

exceed recomment-

ed dosage.

PRECAUTIONS:

General: Should be used
with caution in patients with
dishates, hypertension, car-
diovascular disease and
nyperreactivity to sympa-
thomimetic amines.

Information for Patlents:
Do not crush or chew
Levail G capsules prior to
swallowing.

Drug Interactions:
Monoamine oxidase (MAD})
inhibitors and beta-adrener-
gic blockers increase the
gffact of sympathomimetic
amines, Sympathomimatic
amines may reduce the
antihypartansive effects of
methyldopa, mecamylamine
and raserpine.

Drug /Laboratery Test
Interactlons: Guaifanesin
has been reported to Inter-
fere with tlinical faboratory
determinations of urinary 5-
hydroxyindoteacetic acid (5-
HiAA) and urinary vaniily-
mandelic aclc {YMA).

Pregnancy Catagory G:
Animal reproduction studies
have not begn conduciad
with Lavall G. it Is zlsp not
known whether Levall G can
cause fetal harm when
administared to & pregnant
woman or can affect repro-
duction capacity, Levall G
should be given to a pre?-
nant woman only if clear
needad.
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Nursing Mothers: It is not
known whether the drugs in
Lovall G ara excreted in
human milk. Bagause many
drugs are excreted in
human milk and because of
the potential for sericus
adverse reactions in nurs-
ing infants, a decision
should ba made whether to
discontinue nursing or dis-
continue the product, taking
into account the importance
of the drug to the mother,

Pediatric Use: Safety
and effectiveness of Levail G
in children below the age of
B have not been established,

ADVERSE REACTIONS:
Sympathomimetic amines
may cause tachycardia, pal-
pitations, nervousness,
insomnia, restlessnass,
headache, gastric irritatien,
and {rritability. Sympatho-
mimetic amines have been
associated with certain
yntoward raactions including
faar, anxiety, fenseness, rest-
lessness, tremor, weakmess,
palior, respiratary difficuity,
dysuria, insomnia, hallucina-
tions, convuisions, CNS
depression, arrhythmias and
cardiovastular colfapse with
hypctension. Urinary retan-
tion may occur in patients
with prostate hypertrophy.
Guaifengsin may cause nau-
seq, vomiting, diarrhea, and
gastric irritatior.

OVERDOSAGE:
The treatmant of overdosage
should provide symptomatic
and supportive care.
Induction of emasis and
astric lavage may be per-
formed if the patient is alert
and seen within eatly hours
after ingestion. Drug remain-
ing in the stomach may be
absorbed by the administra-
tion of activated charcoal,
Stimulants should not be
used bacause they may pre-
cipitate convulslons. Usa of
a shart-gcting barbiturate is
recommended if convul-
slons or marked CNS exclte-
ment occur. Since the
effects of Levall G may Jast
up to 12 haurs, the patient
should be monitared for at
least that length of time ang
treatad as necessary.

DOSAGE AND ADMINIS-
TRATION: Usua! Dosage:
Adutts and children 12 years
and oider - 1 capsule svary
12 hours not to exceed 2
capsules in 24 hours.
Children 6-12 years - ance
dally, not ta exceed 1 cap-
sule in 24 hours. This prod-
ucl not recommended lor
children under 6 years of
age.

WARNING: KEEP THIS AND
ALL MEDICATION OUT OF
THE REACH OF GHILDREN.
IN CASE OF ACCIDENTAL
OVERDOSE, SEEK PROFES-
SIOMAL ASSISTANCE QR
CONTACT A POISON CON-



nay LEUSY WENYCArdR, pal-
pitations, Nervousness,
insamnpia, restlessness,
headache, gastric irritation,
and irritabillty, Sympatho-
mimetic amines have been
associated with gartain
untoward reactions Includi
fea, anxiety, Tenseness, rast-
lessness, tremar, weakness,
pailar, raspiratory difficulty,
dvsuria, insomnia, hallucina-
tians, convyisions, cNg
depression, arthythmias ang
cardiovascular collapse with
hypotension, Urinary retan-
tion may occuy in patients
with prostata hypertrophy.
Guaifenesin Mmay cause nay-
Sea, vamiting, diarrhea, and
Dastric irritation,
OVERDOSASE:

The treatmant of overdosaga
should provide symptomatic
and  supportive cara.
induction of emesis aned
gastric lavage may ha per-
formed if the patient is alert
and seen within early hours
after ingestion, Drug remain-
ing in the stomach may be
absorbed by the administra-
tion of activated charcoai.
Stimulants shoulg not he
used hecause they may pre-
cipitate convulsions. Use of
4 short-acting barbiturate is
recommended if conyyi-
sions or marked CNS excite-
ment oteur.  Since the
effacts of Levall G may last
up ta 12 haurs, the patlent
should be monitored for at
feast that length of thme and
treated as necessary,

DOSAGE AND ADMINIS-
TRATION; Usual Dosage;
Aduits and children 12 years
and older - 1 capsuie avary
12 hours not to excead 2
capsules in 24 houyrs.
Chiitiren 6-12 years - angs
dajly, not to excesd 1 oag-
sule i 24 hours. This prog-
uet not recommendsd for
children under 6 years of
age.

WARNIHG: KEEP THIS AND
ALL MEDICATION OUT OF
THE REACH OF CHILDREN.
IN CASE OF AGCIDENTAL
OVERDOSE, SEEK PROFES
SIONAL ASSISTANCE DR
CONTACT A POISON CON-
TROL CENTER IMMEDI-
ATELY.



psule every
12 hours not to exceed 2
canulas in 24 hours.
Children 6-12 years - once
daily, not to exceed 1 cap-
sule in 24 hours, This pred-
uet nat recommended for
children under B years of
age.

WARNING: KEEP THIS AND
ALL MEDICATION 0T QF
THE REACH OF CHILDREN.
IN GASE OF AGCIDENTAL
OVERDOSE, SEEK PROFES-
SIONAL ASSISTANCE DR
CONTALT A POISON CON-
TROL CENTER IMMERI-
ATELY.

AECOMMEADED STORAGE:
Store at controfled room
femperature 15°-30°C (59°-
86°F).

Disransa im tight, lght-
resistant contalnars as
defined in USP/NF, with a
child-resistant closure.
HOW SUPPLIED: Levall G
are clear and opague red
capsules coded “Levall |G®
in_ bottles  of 100
NDG 66613-035-01.
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