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200 METERED INHALATIONS

Proventil®
brand of @lbUterol, USP

Inhalation
Aerosol

FOR ORAL INHALATION WITH
PROVENTIL ACTUATOR ONLY

Contents: Each canister contains a microcrystafline
suspension of albuterol, USP in prapellants
(trichloromonofluoromethane and dichlorodifluoro-
methane] with oleic acid.

Each actuation delivers 90 mcg albutero!, USP from
the moutfipiece.

Rx only

Usual Dosage {for adults and children 12 years
and over): Two inhalations every 4 to 6 hiours as
fecessary.
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* 2, BREATHE OUT FULLY THROUGH THE i
MOUTH, expelling a5 much air from your
lungs as possible. Place the mouthpiece fully =
it the mauth,holding the intaletins o
upright position ure 1) a ing
thenﬁpsaround it. . ﬁgute?

] ”again.Repeat;‘tatgsz
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PATIENT'S INSTRUCTIONS FOR USE

Before using your PROVENTIL® Inhalation Aerosal, read
complete instructions carefully.

1. SHAKE THE INHALER WELL immediately before each
we.Thenremqveﬁvf:rﬁpﬁmﬁ'emouﬁ:pieee.

mouthpiece objects prior to use.
Make sure the canister i fully and firmly inserted into the
actuator. :

3. WHILE BREATHING IN DEEPLY AND
SLOWLY THROUGH THE MOUTH, FULLY
DEPRESS THE TOP.OF THE METAL CANISTER
with your index finger. (See Figure 2.)

4. HOLD YOUR BREATH AS LONG AS
POSSIBLE. Before breathing out, remove
the inhaler from your mouth and release -
your finger from the canister.

PATIENT'S INSTRUCTIONS .
FOR USE (continued)

DOSAGE: Use only as directed by
your physician.
WARNINGS: The action of
PROVENTIL Inhalation Aerosol
may last up to 6 hours; there-
fore, it should not be used more
recornmended.

frequentiy than
Increasing the number or
of doses without

consulting your physician can
be dany o recommended
or symptoms

worse, 3 immediate
medicaf attention. While taking
PROVENTIL inhalation Aerosol,
other inhaled medicines should
be used only as prescribed by
your physidan.

Contents Under Pressure. Do not
uncture. Do not use or store near
or open flame. Exposure'to

SHAKE the e
inhaler {

through 4 {

inhalation prescribed by

your physidian.

6. CLEANSE THE INHALER :

THORQUGHLY AND Figure 3

FREQUENTLY. Remove the

metal canister. Cleanse the plastic case and'cap by rinsing

thoroughly in warm funning water, atleast once a day.

After thoroughly drying the plastic case and cap, gently

replace the canister downward into the:case without

" using a twisting motion. (See Figure 3.) Replace the cap.

7. Aswith all aerosol medications, it is récomtnended to
*“test spray” into the air before using for the first time

.and in cases where the aerosol has not beén Used for a

prolonged period of time. -
(continued on right side panel)

6505-01-116-9245

" T

e above 120°F may cause

bugs'{ing. Never throw container into

fire or incinerator. Keep out of reach
of children.
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PHARMACIST
TEAR AT PERFORATION
GIVE TO PATIENT

PROVENTIL® _
brand of albuterol, USP
Inhalation Aerosol

FOR ORAL INHALATION ONLY

Patient’s Instructions
For Use

[ETPTRPIOINY

DO NOT
TWIST :
CANISTER i

Figure 3

Betore using your PROVENTIL Inhalation
Aerosol, read complete instructions.
carefully.

1. SHAKE THE INHALER WELL immedi-
ately before each use. Then remove the
cap fram the mouthpiece. Check mouth-
piece for foreign objects prior to use.
Make sure the caanister is fulty and firmly
inserted into the actuator. The PROVENTIL
inhatation Aerosof canister should only be
used with the yeliow PROVENTIL '
[nhiatation Aerosot mouthpiece. This
yeliow mouthpiece should not be used
with any other inhalation.drug product.
Similacly, the canister should not be used
with other mouthpieces.

2. 'As with all 2erosol medications, il is
recommenided 10 "test spray” into the air
tefore using for the first time aed in Cases
whiere the aerosol has not been used for 2

Pebeis

3. BREATHE OUT FULLY THROUGH THL
MOUTH, expelting as much air from your
tungs as possible. Place the mouthpiece
fully into the mouth, tiolding e inhaler
its upright position (See Figure 1} and
closing lt:e tps acound it

4. WHILE BREATHING IN DEEPLY AND
SLOWLY THROUGH THE MOUTH, FULLY
DEPRESSTHE TOP OF THE METAL CANIS-
TER with your index fnger. (See Figure 2.}
S. HOLD YOUR BREATH AS LOKG AS
POSSIBLE. Before breathing oul. remove
the inhaler from your mouth and release
your finger from the canister.

Mabaseabeaeatatera iarean i datae by

§. Wait one minute and SHAKE the inhaler
aqasmﬁepeatstqpszn'oqu for each
inhalation prescribed by your physician.

7. CLEANSE THE INHALER THOROUGHLY
AND FREQUENTLY. Remove the mefat.
canister and cleanse the. plastic case and
“cap by rinsing thoroughly in warm runaing
water, at least once a day. After thoroughly
drying the plastic case and cap, gently
replace the canister downward into the
case without using a twisting motion. {See
Figure 3.) Replace the cap.

teersassriseccsasnaniirectninion

DOSAGE: Use only as directed by your
physician.

The correct amount of medication in each
ir toq cannot be d after 200
actuations from the 17.0.g canister even
though the canister is not completely
empty. The canister should be discarded
when the labeled number of actuations
have been used. Before:you reach the
specified aumiber of acluations, you
should consult your physiciaa to deter-
mine whether a refill is needed. Just as
you should not take extra-doses without
consulting your physician, you also should :
not stop using PROVENTIL Inhafation :
Aerosol without consulting your physician. ©

WARNINGS: The action of PROVENTIL :
Inhalation Aerosol may last up to 6 hours %
or fonger. PROVENTIL Inhalation Aeroso!l
should not be used more fréqueatly than  :
recommended. Do not increase the dose or ;
frequency of PROVENTIL Inhalation H
Aerosol without consutting your physician.
H you find that treatment with PROVENTIL !
Inhalation Aerosof becomes less effective
for symptomatic refief, your symptoms H
become worse, and/or yau aeed 10 use the
product more frequently than usual, you
should seek immediate medical attention.
While taking PROVENTIL Inhalation
Aerosol, other asthma. deugs and inhialed
medicines should be used only as pre-
scribed by your physiciar.

Contents Under Pressure. Do not punc-
ture. Do not store near heat or open fame.
Exposure to femperatures above 120°F
may cause bursting. Never throw con-
tainer into ficé or incinerator. Keep out of
reach of children. Avoid spraying in'eyes.

Store between 157and 30°C(S97and
86°F). Failure to use the product within
this lemperature range may resul in
impraper dosing. Shake well before
using. For optimal results, the canister
should be al room temperature before
use. :

LR L T LT T S G D

Note: The indented statement below is

required by the Federal goveérnment’s :

Clean Air Act for all products containing or

manufactured with chiorofluorocarboris :

{CfCs).
This product coatains dichloro- :
difluoromethane (CFC-12) and trichloro- :
monofluoromethane (CFC-11)sub- :
‘stances which harm the environment by :
destroying ozone it the upper atmos-
phere.

Your physician has determined that this

produdt is likety to.help your personal

heatth. USE THIS PRODUCT AS

DIRECTED, UNLESS INSTRUCTED T0 DO

. QTHERWISE BY YOUR PHYSICIAN. 1f you

have any questions about alternatives. con- :
sult with your physician :

of' Scheing Corporation
7/ Keniworth N3 67033 USE

‘Copyrght © 1986, 1993. 1995, 1999,

Schermg Corporaton Al fghts ceserved
19529320. Rev 8799
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PROVENTIL®
brand of albuterol, USP
lnhalation Aerasol

FOR ORAL INHALATION ONLY

DESCRIPTION -The active component of PROVENTIL Inhalation
Aerosol is albuterol, USP racemic «'-{{ferf-butylaming)methyl}-4-
hydroxy-m-xylene-«.o’ -diol}, -a velatively sefective beta,-adrenergic
broachodilator, having the chemical structure:

HOC!
HO CHCHNHC(CH;3);
I

OH

The molecutar weight of albuterol is 239.3, and the empiricat
formula is Cy3H; NO;. Albuterol is a white to off-white crystalfine solid.
it is soluble in ethanol, sparingly solutile in water, and very soluble in
chlorotorm. The World Health Organization recommiended name for
albuterol base is salbutarnol.

PROVENTIL tahalation Aecasol is a pressutized meteced-dose
2erosol unit for oral inhalation. it contains a microcrystaltine
suspension of albuterol in propelfants (trichloromonofluoromethane.
and dichlorodiftuoromethane) with oleic acid. €ach actuation delivers
100 meg albuterol, USP from the valve and 90 mcg of albuterol, USP
from-the mouthpiece. Each 17.0 g canister provides 200 oral
inhatations.

CLIKICAL PHARMACOLOGY 'The primary action of- beta-adrenergic
drugs, including atbutero!, is 10 stimulate adeny! cyclase, the enzyme
which catalyzes the formation of cyclic-3",5 -adenosine ‘monophos-
[cyclic AMP) from adenosine triphosphate (ATP)-in'beta-adren-
ergic cells. The cyclic AMP thus formed: mediates. the celfular
sed cyclic AMP levels are associated with refaxation
inhibition-iof release of mediators of-

itivity from cells, especially from mast cells.

Ia vitro studies aad in vivo pharmacologic sfudies have
demonstrated that afbuterof has a preferential effect on beta,-
adreaergic receptors compared with isoproterenol. While it is
fecognized that beta,-adrénergic recep are the predominant
receptors in bronchial smooth-muscle, data indicate that there is a
population of beta,-receptors:in the h eart existing in'a
concentration between 10% ‘2ad 50%. The: precise function‘of these
receptors has not been established, . '

In controlied clinical trials, atbuterol has been shown fo have more
etfect on the respiratory tract, in the form of bronchiat smooth muscle
relaxation than isoproterenol at comparable doses while producing
fewer cardio effects.. Controlled. clirical studies and other
clinical experience have shown that inhaled albuterol, fike other beta-
adrenergic agonist drugs, can produce a significant cardiovascular
effect in some patients; as measured by pulse rate, blood pressure,
syrptams, and/or ECG changes, : i

Albuterol is fonger acting thaa isoproterenof in most patients by any
toute of administration because it is not a substrate for the ‘cellufar
uplake processes {or catecholamines nor for catechol-0-methy!
transferase. . -
The eftects of rising doses of albuterol and isaproterenol aerosols
were studied in and ‘asthmatic pati Resufts in normal
volunteers indicated that:the propensity for increase in heart rate for
albuterol is 1/, to 1/, that of isoproterenol. In asthmatic patients similar

di ular di iati 2n the twa drugs was also seen.

Preclinical: Intravenous studies in rats. with albisterol sulfate have.
demanstrated that aibuterol crosses 'the blood-brain barrier:and
teaches brain concentrations that are amounting. 1o approximately
$:0% of the plasma concentrations. In structures oulside the blood-
brain barrier (pineal and pituitary glands), albuterol concentrations
were found to be 100 times thosé.in the whole braia.

Studies in faboratory animals! (minipigs, rodents, and. dogs) have
demonstrated the accurrence of cardiac arrhythmias and suddén death
{with histologic evidence of myocardial necrosis) when beta-agonists
and methyl hi are administered concucrently. The clinjcat
significance of these findings is dnknown. i :

Pharmacokinetics: Because!jof its gradual absorption fram. the
bionchi, systemic levels of albuterol are -low! after inhalation at
recommended doses,

Administration of tritiated atbuterol by, inhalation to four subjects
resulted in maximum:plasma concentrations within 2 to 4 hours. Due
1o the insensitivity of the assay miethod, the metabolic rateand half-life
of elimination of albuterol in-plasma couldinot be determined.
However, data from wrinary excretion studies: indicated that altutero!
has an elimination hatf-ife of 3:8 hours: A ximately 72% of the
inhaled dose is excreted in the urine within 24 hours. 28% as
unchanged drug and 44% as metabolite. :

Clinicat Trials: In controlled cfinical trials the onsel of improvement
in pulmonary function:was withia 15 minutes, 3s determined by both
maximal midexpiratory fiow’ rate (MMEF) and FEV;. MMEF
s also that near maximum imiprovement in
puimonary function generalty occurs within 60 10-90 minutes, i
2 inhialations of albuterot and that chinically sigriificant improvement
ity Continues for 3 10 4 houts-in most patients. 10 clinical triats,
patients with asthma: showed a eutic|

10N AEROSOL OR REFILL DISPENSED

| ACCOMPANY EACH PROVENTIL INHAI
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PHARMACIST — DETACH HERE «AND GIVE P,

- disease, and for the prevention.of

INDICATIONS AND USAGE ™ PROVENTIL fnhalation Aerasol is indi-

cated in-patients 12 years of age and older, for the prevention and

relief of bronchospasm in patients with reversible obstructive airway
isa-induced bronch

CONTRAINDICATIONS PROVENTIL Inhalation Aerosol is contraindi-
cated in patients with a history of hypersensitivity to albuterol or any
of its components. .

WARNINGS Deferioration of Asthma: Asthma may deferiorate
acutely over a period of hours, or chronically over several days or
fonger. If the patient needs more doses of PROVENTIL Inhalation
Acrosol than usual, this may be a marker of destabilization of asthma

and requires. re-evaluation of the patient and the treatment regimen,-

giving special consideration to the possible need for anti-inflammatory
treatment, eg, corticosteroids.

Use of Anti-inflammatory Agents: The use of beta-adrenergic
agonist branchodilators-afone may not be-adequate to control asthma
in many patients. Early consideration shoutd be given fo adding anti-
inflammatory agents, eg, corticosteroids. .

Paradaxical Branchiospasm: PROVENTIL Inhalation Aeroso! can
produce: paradoxical bronchospasm, which may be life threatening. If
paradoxical bronchospasm occurs, PROVENTIL inhafation Aerosol
shoutd be discontinued immediately and alternative therapy instituted.
1t should be recognized that paradoxical bronchospasm, when
associated with inhaled formulations, frequently occurs with the first
use of a new canister or vial.

Cardigvascular Effects: PROVENTIL Inhalation Aerosol, fike all
other beta-adrenergic agonists, can produce a clinically significant
cardiovascular effect in some patients as measured by pulse rate,
biood pressure, and/or symptoms. Although. such effects are
uncommon after administration of PROVENTIL inhalation Aerosol at
recommended doses, if they occur, the drug may need to be
discontinued. 1n addition; beta-agonists have heen reported % produce
electrocardiogram (ECG) changes, such as flattening of the T wave,
prolongation of the 7, interval, and ST segment depression. The
clinical significance of these findings is unknown. Therefore,
PROVENTIL tnhalation Aergsol, like alf sympathomimetic amines,
should be used with caution in patients with cardiovascular disorders,
especially coronary insufficiency, cardia¢ arrhythmias, and

- hypertension.

Immediate Hypersensitivity Reactions: Immediate hypersensitivity
reactions may occur after administration of albuterol, as demonstrated
by rare cases of urticaria, angioedema, rash, bronchospasm,
anaphytaxis, and oropharyngeal edema.

PRECAUTIONS General: Albuterol, as with all sympathomimetic
amines, should be used with caution in patients with cardigvascular
disorders, especially, coronary insufficiericy, cardiac arrhythmias, and
hypertension; in patients' with convulsive disorders, hyperthyroidism,
or diabetes mellitus; and in patients who are unusually responsive 1o
sympathomimetic amines. Glinically significant changes in systolic and
diastolic blood pressure-have been seen and could be expected to
occur in some patients after.use of any beta-adrenergic bronchodilator. -

Large doses of intravenous albutero! have been reported-to
aggravate pre-existing diabetes mellitus: and ketoacidasis. As with
cther beta-agonists, albuterol may produce significant -hypokalemia in
some patients, possibly through intraceliular shunting, which has the
potential to produce adverse cardipvascular effects. The decrease is
usually transient, not requiring supplementation.

{ntormation For Patients: The action of PROVENTIL Inhalation
Aerosol may last up to 6 hours or fanger. PROVENTIL Inhalation
Aerosol should not be used more frequently than recommended. Do
aot increase the dose or frequency of doses of PROVENTIL inhalation
Aerosol without consulting your physician. If you find that treatment
with PROVENTIL Inhalation Aerosol becomes fess effective for symp-
tomatic relief, your symptoms become worse, and/or you need to use
the product mote: frequently than wsual, you should seek medical
attention immediately. While you ace using PROVENTIL Inhalation
Aerosol, other inhaled drugs and asthma medications should: be taken
only as directed by your physician. Common adverse effects include
palpitations, chest pain, rapid hearl rate, tremor, or nervousness. i
you are-pregnant of nursing, contact your physician about the use of
PROVENTIL inhafation Aerosol. Effective and safe use of PROVENTIL
Inhalation Aerosol incliides an understanding of the'way that it should
be administered. Se lilustrated Patient’s Instructions For Use.

The contents of PROVENTIL inkalation Aecasol are uader pressure.
Do not:puncture, Bo not usé or store near heat or open flame.
Exposure 10 temperatures above 120°F may cause bursting.. Never
throw container into fire or incinerator. Keep out of reach of children
Avoid spraying in‘gyes.

Drug Interactions: Other short-acting sympathomimetic aerosal
bronchodilators should not be used concomitantly with-albuterp!. if
additional adrenergic drugs are to be administered by any route; they
s:\fould be used with caution {o avoid deleterions cardiovascular
effects.

Beta Blockers: Beta-adrenergic receptor blocking agents not only
block the pulmonaty effect of beta-agonists. such as PROVENTIL
Inhalation Aerosol but may produce severe bronchgspasm in

‘. asthmatic patients. Therefore. patieats with asthma should not

normally be treated with beta-blockers. However, under certain
circumstances, eg, as prophylaxis after myocardiaf infarction, there
may. be no acceptable alternatives {o the use of beta-adrenergic
blocking agents in patients with asthma. In this setting, cardioselective
beta-blockers could be considered, although they should be
administered with caution.

Diuretics: The ECG changes andfor hypokalemia that may result
from the administration of nanp ium-sparing disretics (such as
{oop or thiazide diureticsy can be acutely worsened by beta-agonists.
especially when the recommended dose of the beta-agonist is
exceeded. Although the clinical significance of these effects is not
known, caution is advised in the coadministration of beta-agonists
with nonpotassium-sparing diurefics.

Digoxin: Mean decreases of 16% ta 22% in serum digoxn levels
were demonstrated after single dose intravenous and oral

dministration of , respectively, 1o normat volunteers who had
received digoxin for 10 days. The clinical significance ©of this finding

* for patients with obstructive airway disease who are receiving albulerot

and digoxin on a chronic Dasis iS unclear. Nevertheless, it would be
prudent to carefully evaluate the serum digaxin levels in patients who
are currently receiving digoxin and albuterol.

M ine Oxidase inhibi or Tricyclic Antidepressants:
Albuterol should be administered with extreme caution lo patients

‘being treated with monoamine oxidase inhibitors or tricyclic

antidepressants, or within 2 weeks of discontinuation of such agents.
because the action of albuterol on the vascular system may be
polentiated. N
Carcinogenesis, Mutagenesis, and Impairment of Fertility: In a 2-
year study in Sprague-Dawley rats, albuterol sulfate caused a
significant dose-related increase in the incidence of benign
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Ieiofyomas of the ium at and above dietary doses of 2.0
21%':"'1;} &"&g‘&“ﬁ uf}ss times g;e/ #a:imum reco‘nyumended daily

on an sis). In anothe i
eflect was blocked by the ¢ inistcation l:( prop o “.ugyn':rf

- selective béta-adrenergic antagonist.

fa an 18-month study in CO-1 mice, albuterol sulfate showed no
evidence of tumorigenicily at dietary doses up 10 S00 m kg
(approximately 1700 times the maximum recommended aily
inhalation dose for adufts oa'an mg/m’ basis). Ja a 22-month study i
the Golden Hamster. albutero! sulfate showed no evidence of
tumorigeaicity at dietary doses up to 50 mg/kg {approximately 230
limes the maximum recommended daily inhalation dose for agylts on
an mg/m’ basis).

Albuterol sullate was not mulagenic i the Ames fest with o¢
without metabolic activation using tester strains’S. typhucuriyr
JA1537. YA1538. and TA98 or £. coli WP2, WP2uviA, and WPET. N3
forward mutation was seen in yeast sleain S. cerevisize SS not any
mitotic gene conversion in yeast strain S. cerevisize JD1 with oi
without melabolic activation. Flucluation assays in-S. typhimurium
TA98 and £. coli WP2, both with metabolic activation. were negative
Albuterol sulfale was not claslogenic in 3. human pecipheral
fymphocyte assay or in an AHT strain mouse microaucleus assay.

-Reproduction Studies in sats demonstrated no evidence of impaiced
tertility at aral doses of albuterol sulfate wp to 50 mylkg
(approximatety 340 times the maxit ded daily inhalati
dose for-adults 0n 2a mo/m? basis).

¥ genic Eftects—Pregaancy Categary C: Albuterol suftate has
been shown 1o be teratogenic in mice. A study in CD-1 mice at
subcutaneous {sc) doses at and above 0.25 mg/kg (approximately
equal to the dmum rec ded daily inhalation dose for adults
00 aa mo/m’ basis), induced cleft palate formation in 5 of 111 (4.5%)
fetuses. At an sc dose of 2.5 ma/kg (approximately 8 times the

d fe ded daily inh n dose for adults onan mg/m*
basis) albuterol sulfate induced cleft palate formation in 10.of 108
(3.3%) fetuses. The drug did-not induce clefl palate formation when
administered at an sc dose of 0.025 mg/kg (significantly fess than the
maximum recommended daily inhatation dose for adults on an mg/m?
bas:sl. Cleft paiate also occurred in 22 of 72 (30.5%) fetuses from
females treated with 2.5 mgrkg isoproterenol {positive controt)
administered subcutaneously.
A reproduction study in Stride Dutch rabbils revealed cranioschisis
in 7 of 19 (37%) {etuses when albuterol sulfate was administered
ocally at 2 dose of 50 mg/kg (approximately 630 times the maximum
‘recommended daily inhatation dose for adutts on an mg/m” basis).

Studies in pregnant rats with tritiated albuterol demonstrated that
approximately 10% of the circulating'maternal drug is transferred to
1he fetus. ’Dlequ(O('l {a the fetal (unys is comparable to maternat
lur;gs. but fetal fiver disposition is 1% of the maternal liver levels.

here are no adequate and well-controlied studies in pregnant
wamen. Because animal reproduction studies are ot always
predictive of humaa response, albuterof should be used during.
aregnanq only i the potential benefit justifies the potential risk to- the

Ouring worldwide marketing experience, various. congenital -

anomalies, including cleft palate and lmb delects, have been reported
in the otispring of patients being treated with atbuterol. Some of the:
‘mothers were taking muttiple medications during their pregnancies.
Because no consistent pattern of defects can be discerned; a
relationship between aibuterol use and congenital anomalies has not
been established. .

Use Ia Labor and Delivecy—Use In Labor: Because of the potential
for. beta-agonist interference with-iterine contractility, use of
PROVENTIL tahalation Aecasol for relief of bronchospasm guring
fabor should be restricted ta those patients in- whom the benefits
clearly outweigh the gisk.

Tocolysls: Albuterot has not been approved for the management. of
preterm labor. The benefit:risk ratio ‘when albuterol is administered for
tocolysis has not been established. Serious adverse reactions.
including. maternal pulmonary edema. have beeq reported during or
1olic tr ¢ of pe tabor with betag-agonists, including

g
albuterol.
Nursing Mothers: L is not known whether this drug is excreted
human mitk. Because of the-potential for tumarigenicity shown for
albuterol in some animal studies, a decision should be made whether
1o discoalinue aursing or to discontinue the drug. taking into account
the importance of the drug to the mother.
Pediatric Use: Safety and effectiveness i children below the age o
12 years have not been established

ADVEASE REACTIONS  The agverse teactions of albuterol are simdar
ia-nature 10 those of other sympathomimetc agents, although the mcr-
dence of certain cardiovascular effects is less witfr atbutesol.

Percent Incidence of Adverse Reactions in Patients
2 12 Years of Age ia 2 13-Week Ctinicat Teial® (n=147}
PROVERTIL " “Isoprotereact
Adverse Eygat inhalation Aerosel {nhialer
Iremor R 4 <15
Nausea <15 PR
Tachycardu: 10 1
Palprations ARt <1 !
Nervousness < 10 <15
tncreased Blood Pressute < <5
Dizziness S sh <5
JHeaabura <5 s
1°A 13-week_ doutie-blind Study coinpared atbuteco! and
rsoproterenol aer0SOls m 147 asthmatc patrents

-

PHARMACIST — DETACH HERE - AND leE PATIENT'S INSTRUCTIONS TO PATIENT . ; THIS LEAFLEY SHOULD ABCOM#ANY

.

Cases of urticaria, angi . fash, bronchospasm, hoarseness.
oropharyngeal edema, and arrhythmias (including atial fibrillation,
supraventcicular tachycardia, and extrasystoles) have aiso been
reported after the use of inhaled albuterol. 1o addition, albuterol, fike
other sympathomimetic agents, can cause adverse reactions such as
hypertension, angina, vomiting. vertigo, cenlral nervous system

i ion, i ia, headache, uf t1aste, and drying or irritation

of the oropharyax.

QVERDOSAGE The expected symptoms with overdosage are those
of ‘excessive beta-adrenergic stimulation and/or occurrence or exag-
geration of any of the symp fisted under ADVERSE REACTIONS,
eg. angina, hypertension. tachycardia with rates up to 200 beats per
minute, necvousness, headache, tremor, dry mouth, palpitation, nau-
sea, dizziness, and insomnia {a addilion; seizures, hypolension
archythmias, fatigue, malaise. and hypokaleria may also occur As
with alt sympathommetic aerosol medications. cardiac arrest ang
even death may be associated with abuse of PROVENTIL {nhalation
Aerosol. Treatment coasists of discontinuation of PROVENTIL
Inhalation Aerosol together with appropriale symptomatic therapy. The
judicious use of a cardioseleclive beta-receptor blocker may be con-
sidered. bearing in mind thal such medication can produce bron-
chospasm. There is insutlicient evidence 1o determine if dialysis is
beneficial for overdosage of PROVENTIL {nhalation Aerosol,

The oral median lethal dose of atbuterol sutfale in mice is greater than
2000 mg/kg (approximately 6800 times the maximum recommended
daity inalation dose for adults on an mg/m’ basis). In mature rats. the
subcutaneous median fethal dose of albuterot suliate is approximately
450 mg/kg. (approximately 3000 times the maximum recommended
daily inhatation dose for adults on-an mg/my' basis). fn small young rats,
the subcutaneous median lethat dose is approximately 2008 mg/kg
(approximalely 14,000 times the maximum recommended daily
tahalation dose for aduits and children on an mg/m® basis}. The
inhalation median lethal dose has not been deterrnined in animals.

DOSAGE AND ADMINISTRATION Treatment of acule episodes of
broachospasm or prevention: of asthmatic symptoms: The usual
dosage for adufts and-childeen 12 years of age and older is 2 ‘inhals-
tions repeated every 4'to 6 hours; in some patients, 1 inhatation every
4 hours may be sufficient. More frequent administration or a farger
numbes of inhatations is not rece ded. For mai 2 therapy

. or prevention of exacerbation of bronchospasm, .2 inhafations, 4 times

a day should be sufficieat.

The use of PROVENTIL inhalation Aerosol can be continued as
medically indicated to control recurring bouts of bronchospasm.
Ouring. this time most patieats gain optimal benefit from regular use of
the inhater. Safe usage for periods extending over several years has
been documented.

{ & previously effective. dosage {aits (o provide the usual
response, this may be a marker of destabilization of asthma and
tequires re-evaluation of the patient and treatment regimen, giving
special consideration to the possible need for anti-intlammatory
treatment, e, corticosteroids.

Exercise-Induced Bronchospasm . Prevention. The usual dosage for
adults and childeea 12 years and older is 2 inhalations, 15 minutes
prior 1o exercise. For treatment, see abave.

1t is'cecommended 1o “test Spray” PROVENTIL inhalation Aecosol
into the air belore using for the first time and in cases where the
aerosol has not been used for a prolonged period of time.

HOW SUPPLIED" PROVENTIL fnhalation Aerosol, 17.0 g canister
contains 200 metered inhalations, box of one (NDC 0085-0614-G2).
Each actuation delivers 100 mcg of albuterol from the vaive and-90
mcg .of alb [ from the g iece. Each canister is supplied with a
yellow plastic actuator with orange dust cap, and Patient’s
lastructions. .

PROVENTIL Inhalation Aerosol REFILL canister, 17.0 g. contains
200 metered inhatations, with Patient’s tastructions: box of one (NDC
0085-0614-03).

The correct amount of medication in each inhalation cannot be
assured after- 200 actuations from the 17.0-g canister even though the
canister is not completely empty. The. camister should be discarded
when the fabeled number of actuations have beenused.

Stare betweea 15° and 30°C (S9° and 86°F). Failure 10 use the
product within this temperalure range may result in improper
dosing. Foroptimal resulls, the canister shouid be al room
temperature before use. Shake well before using.

PROVENTIL Inhatation Aesosol'canister.should be used oaly with
thie acluator Provided, The yel'dW actuator should not be used with
other aerosol medication canisters.

Note: The indented sfatement below is requited by the Federal
goverament's Clean Aif ‘Act for all products centamning of
manutactured with chiocoflvorocarbons (CFCs}

WARNING: Contaws dichloroduiuorometnane (CFC-12) and

{rictiloromonofiucrgmethane (CFC-11), substances which harm

public health and the eavirsament by destroying ozone in lhe

upper atmosphere

© A faotice similag 1o the abové WARNING has been placed n e

“Patient’s inslructions. 1or Use” pOrtion of ins Nackage wsert uncar
the Environmienial Protectier Agency's (EPA'S) regulatians the
patient’s waraing states that he patient shoulG coasull his ar her

physician #f theére are-questions about alternalnes

d" Schetng Cotpocation
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Proventil® Canister Labeling

Front
Label

g2 ORAL INHALATION WITH
QVENTIL ACTUATOR ONLY
Federal law prohibits
without prescrigtion.

Copright > 1968, 1992,193¢,
gring Carporation, Kenitworth, W

SPSA. Al rights feserved:

Contents: Each canister contains a microcrystalline suspension
} ofalbuterol i ropeliants i f and di- Back
; s chlomdiﬂuorom;ganel with nleitl: bz:;id L b l
i . Each actuation delivers 30 meg albuterol, USP from the mouthpiece.
| abe

Usual Dosage {for adults and children 12 years and over):

Two inhalations every four to six hours as necessary.
| : . WARNINGS: Do not exceed the dose prescribed by your
. physician. if difficulty in breathing persists, contactyour

. physician immediately. C under p Do not
E:ncturs. Do rot use or store near heat or.open flams.
pasure to temperatures above 120°F may cause bursting.

Never throw cantainer into fire or incinerator, Keep out of
reach of children:
: : Store between 15* and 30°C {53° and 86°F). Failure to use the
! product within this temperature range may result in improper
' ' dosing. Shake we!l hefore using.
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