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NDC 0085U514-02 

WI 
200 METERED INHALATIONS 

Proventil” 
brandof albuterol, USP 
Inhalation 
Aerosol 
FOR ORAL INHALATION WiTli 
PROVENTIL ACTUATOR ONLY 

Contents Each canistermntairts a micmcfysalline 
suspension of albuteml. USP in pmp&rits 
fbichlommormfluommethaethane and diddomdifluom 
methane1 with oleic acid. 

Each actuation delivers90 mq! albuteml. USPfrca 
tbemwthpiece. 

Rx only 
Usual Ocsage (for adults and childtea 12 ream 
and msr): Two inhalations ewly 4 to 6 hours as 
necessary. 

.-._ 
-- I 

Citizen Petition-Attachment 2 
t 

-I 

, 

- 



. Back - - 

Dis$ay 

Panel 

Aspire Pharmaceuticals 
Cftizefl Petition-Attachment 2 

~llllllllll~ 

ProventiI@ Carton Labeling 

Leff 

Display 

Panel 

PATIENT’S INSlRUCllONS PDR USE 

Before using you! PROVENTlL(D Inhalation Aerosl, read 
complete imtwcbqs carefully. 

2 BREATHE~FULlYTHROUGliTHE 
MOUTH, expelling as much air from your 
lungs as posiile. place the mouthpiece fully 
into the mouth holding the inhaler in its 
up‘ htp&ion&eeF@rrel)anddosing 
tbt3psaroundk 

3. WHILEBREATHING INMEPLYAND 
SLOWLY THROUGH THE MOUTH, FULLY 
DEPRESSTHETOPOFTHEMETAlCANlmR 
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 
yourfingerfmmthecani 

5. Wait 1 minute and 
S!+E the inhaler 

2$:% 3’ 
inhalation pfescribed by 
ywrfdyician 

6. OeEANSElHE~NtlALER 
THOROUGHLY AND 
FRfQUENTLY.Rwnovethe 
metal canister, Cleansthe plastic case and~cap by rinsing 
thoroughly in warm running watef, at least otxe a da . 

I Afterthoroughlydryi~~p~~a~~p.~ Y 
repketicankterdwmwardintothe~wimout 
ushqatwisliqoaotion~Kgure33Replace~~P. 

1. Aswithallaerc6o!mediiitkr&nmendedto 
#test sprar into the air More using for the ,fir5t time 
andincases&eretheaersoihasnotbeenusedfora 
prolonged period of time. 

__. . i .-- -- 

6505-01-116-9245 

SAGE: Vseoniy ar directed by 
r physician 

RNlNGs:lhe&ion~f 
lvENn1tnha&tlon Aerosol 
ybtupto6hours;thete 
~tahouldnotbeuiedmae 

whlbaledmedicineshwM 
usedoniyasprexn'bedby 
wfw.-- 
ntentsun&rResrure.Donot 
ncture.Donotuseorstorenear 
3toropenflame.Expoweto 
npefatuns above 1207 may qw 
r&g.Neverthrowcontamermto 
i or incinerator. Kq out of reach 
children. 
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,. CLEANSETHEH~THoRoUGJilY 
A+&3 FFmUENnY~ Remove the rrietal 
~niskrandckamelkp4asOcus4and 
cap by rftiSimJ IhOfOUghty R WWIII runnin( 
water. at least once s day. Aher thoroughb 
drying the plastic case and cap. gengy 
rep&e the canister downward into the 
case wilhod using * Wsthag motion. (Set 
Figure 3.) Replace the cap. 

DOSAGE: Use only as directed by your 
physician. 

The correct amounl of medication in each 
inhalation cannot be assured atter 200 
actuations horn the 17.0 g canister even 
though the canister is nofcompleteiy 
emotv. The rankler should be discarded 
when-the bbekd number of aclualions 
have been used. Before you reach the 
specified number of acluaIions. You 
should consult your physician to deler- 
mine whether a refill is needed. Just as 
YOU should noI take udra doses wifhoul 
consulting your physician. you also should 
not stoo usina PROVENTIL Inhalation 
Aeroxri with& consulting your physician. 

Proventil@ 
Patient 
Insert 

Labeling PHARMACIST 
TEAR AT PERFORATION 

GIVE TO PATIENT t 

WARNINGS: The action of PROVENTlL 
Inhalation Aerosol may last up to 6 hours 
or longer. PROVENTIL Inhalation Aerosol 
should not be used more hequentlyihan 
recommended. 00 not increase ihe dose or 
lrequency of PROVENTIL Inhakbon 
Aerosol without consulfing your physician. 
If you lind that treatment with PROVENTIL 
inhalation Aerosol becomes less effective 
for symptomatic rebel. your symptoms 
become worse, and/or you need to use the 
producl more lfequenlly than usual you 
should seek immediate mediil alienlion. 
While taking PAOVEMlL lnhabtion 
Aerosol other asthma drugs and inhaled 
mediines should be used only as pre- 
scribed by your pi$e-laa. 

Contents Under Pressure. Do not punc- 
ture. Do not sbxe near heat or open fhme. 
Exposure to femperaturrs above 12o’F 
may cause bursting. Never throw con- 
tamer Into fire orincinemtor. Keep Out of 
reach of children. Avoid spraying in eyes. 

Store between 1S’and 30-C (59’and 
86’F). Failure to use the product within 
lhis lemperahue range may resuh in 
improper dosing. Shake well hefore 
using. For optimal results, the canister 
should be at room temperalure before 
use. 

Note: The indented statemenl below is 
required by the Federal government’s 
Clean Air Acl lor all products Containing or 
manufactured with chlorolluorocarbons 
(CFCs). 

This product con&ins dchloro- 
dilluorome!hane (CFC-12) and lrichloro- 
monofluoromelhane (CFC-ll);sub- 
slances which harm the environmen by 
destroying ozone in lhe upper atmos- 
phere. 

Your ohvsician has delermined lha! lhts 
produc! is likely to help your perSOMl 
heanh. USE THIS PRODUCT AS 
DIRECTED. UNLESS INSTRUCTED TO 00 
OTHERWISE BY YOUR PHYSICIAN. It you 
have any questions aboul ahernallves. con- 
sult wtlh your physician 

PROVENTILe 
brand of albuterol, USP 
Inhalation Aerosol 

FOR ORAL INHALATION ONLY 
Patient’s instructions 
For Use 

&lore using your PROVENTIL lnhalalion 
Aerosol. read comolete instructions 
carefully. 
1. SHAKf THE INHALER WELL immedv 
ately before each use. Then remove the 
cap from the moulhpiece. Check mouth- 
piece for foreign objects prior to use. 
Make sure the canister is fully and firmly 
inserted into the actuator. The PROVENJIL 
inhalalion Aerosol canister should only be 
used with the vellow PROVENTlL 
Inhalation Aerosol moulhpiece. This 
yellow mouthpiece should not be used 
wilh any other inhalation drug product 
Similarly. the canisler shouM nut be used 
wnh other mouthpieces. 

2. ‘As wiIh all aerosol medications. il 4 
recommended to 7ez.l spray- inlo the au 
before usino for the firs.1 lime and in cases 
where the akosol has 1101 been used lor a 
prolonged period of lime 

3. BREATHE OUT FUUY THROUGH THt 
MOUTH. expelbng as much air from you‘ 
lungs as p-ossible.,Ptace the mouthpiece 
fully n-110 the mouth. bolduvIhe inhaler rn 
11s upright position (See Figure 1) and 
closing Ihe bps around ti. 

,. WH&~R~XTH~~~G IN OEEPLY AN0 
SLOWLY THROUGH ME MOUJR. FULLY 
OEPRES,M TOP OF THE MEJAL CANIS 
JER &II your iduimgef. (See F&-e 2.) 

5. HoLOYoUR8REATtlASLONGAS 
fwsslelE. &fore braming old. remove 
mchfukrkompucnwhmdrekasc 
purlNUIWllltUC+Sl~. 
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PROVENTILe 
brand of albuterol, USP 

Inhalation Aerosol 
FOR ORAL INHALATION ONLY 

DESCRfPTfON The active component of PROVENTIC fnhalafron 
Aerosol is albulerof. USP racemic (I’- (lerf-butylamino)melhyf)-4- 
hydroxy-m-xylene-a.a’-dial). a I relative y selective be&,-adrenergic 
bronchodifafor. having the chemical structure: 

The molecular WeiQht of albuterol is 239.3. and the empirical 
fonttub is CraHrrNOa. Albuferol is a while lo off-white cmfaliine solid. 
ff is soluble in ethanol. sparingfy soluble in water. and very soluble in 
chloroform. The World Health Organization recommended name for 
affruterol base is safbufamol. 

PROVENTfL Inhalation Aerosol is a pressurized metered-dose 
aerosol unit for oral inhafalion. If contains a microcrystalline 
suspension of afbuterof in propellants (lrichforomonofhrorornetfrene 
and dichforcdittuoromethane) with oleic acid. Each actuation delivers 
100 mcg afbuferol, USP from the valve and 90 mcg of afbuterol. USP 
from the mouthpiece. Each 17.0 g canister provides 200 oral 
inhalations. 
CLINICAL PHARMACOLOGY ‘The primary action of beta-adrenergic 
druQs, in&ding albuterol. is lo stimulate adenyf cyclase. the enzyme 
whff cafafyzes the formation of cyclic-3’.5--adenosine monophos- 
pfrate (qcffc AMP) from adenosfne triphosphate (ATP) in beta-adren- 
crgic cells. The cyclic AMP thus formed mediates the cellular 
t’espmes. hwreaed cyclic AMP levels are associated with relaxation 
d bK!rUhfkif Smootft mu& and inftibitfonof release of medfftors of 
fmmediafe hvpMensai&ify from cells. especfally from mast cells. 

In vilr4 studies and in viva pharmacofo 
demonstrated that albuterol has a preferentra efiect on betaa- .I 

ic studies have 

rdrenergic receplors compared with isoproierenol. While it is 
@XQniaed that betaa-adrenergic receptors are the predominant 
receptors in broncftial smooth muscle. data indicale that there is a 
population of be&-receptors in the human heart existing in a 
wncenha600 behveen 10% and 50X. The precise furrctfon of these 
(e~ptors has not been establfsfred. 

b contmffed cfi&af trials, albufeml has been shown to have more 
effect on ths respiratory tract, in the form of bronchttl smooth muscle 
nfaxation than isoprolerenol at comparable doses while producing 
fewer cardiovascular effects. Controlled clinical studies and other 
dinicaf experience have shown that inhaled afbutemf. like olher beta- 
adrenerpic agonist drugs, can produce a significant cardiovascular 
effect in some patients, as measured by pulse rate. blood pressure. 
symptoms. and/or ECG changes. 

Afbtderol fs forager acting Ifran Lsoproterenof in most paherds by any 
route of administration because tt is not a substrate for the cellular 
uptake processes for catecholamines nor for cafechol-&methyl 
tramferase. 

. .:1. . -: r 

INGfCATlONS AN0 USAGE PROVENTIL Inhalation Aerosol is indi- 
cated in patients 12 years of age and older. for the prevention and 
rekef of bronchospasm in patients wffh reversible obstrucfii airway 
disease, and for the pre%ntion of exerciseinduced brondtospasm. 
CflNTRAlNGlCATfONS PROVENTIL Inhalation Aerosol is contraindi- 
cated iq.paffenls with a history of hypersensitivity to albuterol or any 
of ffs comoone”ts. 

Deferioration of Aslhma: Asthma may deterforate 
acutely over a period of hours, or chronicall 
longer. If the patient needs more iloses of Y; 

over several days or 
AOVENTIL Inhalation 

Aerosol than usual, this may be a marker of destabilization of asthma 
and requires re-evaluation of the patient and the treatment regimen, 
grvrng special consideration to the possible need foranti-inflammatory 
treatment, eg. corticosteroids. 

of Anti-inffammatorY‘Aoenls: The use of beta-adr+xrerrric 

associated with inhaled formulations, frequently occurs ‘with the 
use of a new canister or vial. 

first 

Cardiovascular Effects: PROVENTIL Inhalation Aerosol. like all 
other beta-adreneraic aoonists. can oroduce a clinicalfv cinnifirant , _ =. __. 
cardiovascular effect in-some patienisas measuredby pulse rate, 
blood 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 
dffconfinued. In addition. beta-agonists have been reported to produce 
electrocardiogram (ECG) changes, such as flattening of the T wave 
prolongation of the OT, interval, and ST seamen1 deoression. Th; 
clinical significance of these findings is-unknown. Therefore, 
PROVENTll Inhalation Aerosol, like all sympathomimetic amines. 
should be used with caution in patients with cardiovascular disorders, 
especially coronary insufficiency, cardiac arrhythmias, and 
hvoertension. 

‘immediate Hypersensitivity Reacfions: Immediate hypersensitivity 
reactions may occur after administration of albuterol. as demonstrated 
by rare cases of urticaria, angioedema, rash. bronchospasm. 
anaphylaxis. and oropharyngeal edema. 
PRECAUTIONS General: Albuterol. as with all sympathomimetic 
amines, should be used with caution in patients with cardiovascular 
disorders, especially coronary insufficiency. cardiac arrhythmias and 
hypertension; in patients with convulsive disorders, hyperfhyroidism. 
or diabetes meflitus; and in patients who are unusually responsive to 
sympathomimetic amines. Clinically 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 broncfrodilator. 

Large doses of intravenous albuterol have been reported to 
aggravate pre-existing diabetes melfitus and ketoacidosis. As with 
other beta-agonists. albuterol may produce significant hypokalemia in 
some patients, possibly through intracellular shunting, which has the 
potential to produce adverse cardiovascular effects. The decrease is 
usually transient, not requiring supplementation. 

Information For Patients: The action of PROVENTIL Inhalation 
Aerosol may last .up to 6 hours or longer. PROVENTIL fnhalation 
Aerosol should not be used more frequently than recommended. Do 
hot increase the dose or frequency oi doses of PROVENTIL Inhalation 
Awos~f w&rout consuffing your physician. If you find that treatment 
with PROVENTIL fnhalation Aerosol becomes fess effective for symp 
tomatic relief. your symptoms become worse, and/or you need to use 
the product more frequently than usual,, you should seek medical 
attention intmediately. While you are usrn~ PROVENTIC 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 heart rate, tremor, or nervousness. If 
you are pregnant or nursing, contact your physician about the use of 
PROVENTIL Inhalation Aerosol. Effective and safe use of PROVENTIL 
Inhalation Aerosol includes an understanding of the way that it should 
be administered. See Illustrated Pafienf’s Instructions For Use. 

The contents of PROVENTIL 81nhalation Aerosol are under pressure. 
Do not puncture. 00 not use or store near heat or open flame. 
Exposure lo temperatures above 12(1’F may cause bursting. Never 
throw container into tire or incinerator. Keep out of reach of children 
Avoid spraying in eyes. 

Orug Interactions: Other short-acting sympathomimetic aerosol 
bronchodifators should not be used concomitantly with afbuterof. If 
additional adrenergic drugs are to be adminisfered.by any route. they 
should be used with caution to avoitr deleterious cardiovascular 
effects. 

Beta Bfockers: Beta-adrenergrc receptor blocking agents not only 
block the pulmonary effect of beta-agonists. such as PROVENTIL 
Inhalation Aerosol but may produce severe bronchospasm rn 
asthmatic patients. Therefore. patients with asthma should not 
normally be treated with beta-blockers. However, under certain 
circumstances. eg. as prophylaxis after myocardial rnfarction. there 
may be no acceptable alternatives to the use of beta-adrenergic 
bfocbng agents in patients with asthma. In this setting, cardioselechve 
beta-blockers could be considered, although they should be 
administered with caution. 

Oiurelics: The ECG changes and/or hypol calemia that mav resull 
from the adminrstration of nonpotassium-sparing diuretics (such as 
loop or thiazide diutehcs) can be acutely worsened by beta-agoorsls. 
especralfy when the recommended dose of the beta-agonrsl is 
exceeded Although the clinical srgnificance of these eifecls is not 
known. caution is advrsed in the coadmrnistrahon of beta-agonists 
wrth “n”““1.1csrr,m-9”ar,“” drrrrehcs 

“._ --..-....,. .___... :.= _~_ - . . . ..~ 
Monoamrne Oxrdase Inhibitors or Tricyclic Antidepressants: 

Albuterof should be administered with extreme caution lo patients 
being treated with monoamine oxidase inhibitors or tricycfic 
antidepressants, or wfthin 2 weeks of discontinuation of such agents. 
because lhe action 01 afbuterof on fhe vascular system may be 
potentiated. 

Caninopenesis. Mutagenesis. and lnpairment of FertilftY: In a 2- 
year study in Sprague-Oawley rats. afbuterol sulfate caused a 
significant dose-related increase in the incidence 01 benign 
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During worldwide marketing experience. various congenital 
?IOIIU~I~~, includmg cl& palate and limb d&us. have bee” remned 
in U-e olisprbq of patients being tmled with albolerol. Some of lhe 
mothers were Iaking rnufdple medicalions during lhtir pregnamies. 
Because no consistent paUtrn of deft& can be discerned. a 
rebfionship between albulerol use and congenital anomalies has no1 
been established. . . . . ..~ 

use m Labor and Delive~se In Labor: Because of the polenlirl 
for beta-aganisl inrerlerence with uterine conlractilily. use 01 
PROVENTIL I”hala(ion Aerosol lor relief ot bronchosparm during 
labor should be restricted lo those palienls in whom (he benefits 
clearly outweigh lh+ risk. 

Tocolysls: AJbtierol has “01 been approved for lhe nunagemeni of 
prelerm labor. The bentCl:risk ralii when albuteroi is administered for 
Iocolysis has not been eslablished. Serious adverse reactions. 
including maternal pulmo~ry edema. have been reporled during or 
following lrealmenl Of premalure Labor with beta,-agonisls. including 
albulerol. 

Hursiflg MolhtrS: 11 is not known whtlhtr lhis drug is excmed I” 
human milk. Because of lhe potential for lumorigenicity show lor 
albulerol in some animal sludks. a decision should be made whether 
lo diwonlinoe nursing or lo diszonli”oe Ihe drug. faking into accOun: 
lhe imporlance of lhe drug lo lhe mother 

Pedialric Use: Salely and effectiveness IT. children below the age o: 
12 years have not bee” estabkhed 

ADVERSE REACTIONS Jhe adverse reacl#ons 01 albulerol are sxnd.z1 
in nalure lo lhose of olher sympalhommwtr age”&. al1hough Ihe mc~- 
dence 01 cerla~” cardiivascubr etlecls is less mlh albulerol. 

Percenl Incidence of Adverse Readions in Palientz 
5 12 Years 01 Age in a 13.Week Clinical Trfal’ (h-147) 

cases of uriicaria. angioedema. rash. brwhospasm. hoarseness. 
oropharyngeal edema. a”d arrhylhmias (including atrbl librillalion. 
supravtnlricular lachycardia. and trtrasysloles) have also bee” 
reporltd aher the use of inhaled albu(~rol. I” addilMn. albuterol. IiKe 
olhq sympalhomimefii qenls. cd” caost adverse rtdclions such as 
hyperlension. angina. vomiling..verlipo. central nervous rysrem 
slimolalion. imomnia. headache. unosualla~le. and drying or urilahon 

OVEROOSAGE The expeded Symploms wl(h overdosage are those 
of excessive bela-adrenergrc slimufdllon and/or octurrenc~ or exa 
geraiio” 01 my al Ihe symploms lisled under ADVERSE 
eg. an(liM. hypertension. lachycdrdia with rales up (0 200 bears per 
mmuie. nervousness. headache. tremor. dry moulh. 
sea. dvz~ness. and ,“som”u In adddlon. seuures. hypolensw, 
arrhyihmias. lalique. maia6e. and hypokatemta may also occur A: 
wilh all sympalhom8melic aerosol medicallow cardiac arrest and 
even death may be associaled with abuse of PROVENTfL lnhalalion 
Aerosol. Trea(me”1 consisls 01 discon(inua(ion of PROVENTIL 
lnhalahon Aerosol together wilh appropriale The 
jud!cious use of a cardioseleclive 

SymPlomatic Iherapy. 
bela-receplor blocker 

bearing in mind lhal such medicalion cd” 
may be con- 

sidered. produce bron- 
chospasm. There is insufficie”1 evidence lo determine if dulysis is 
beneficial for overdosage al PROVENTIL Inhalation Aerosol. 

The oral medan l&al dose of albulerol soIlale in mice is ma” 
2ODO (approximately 6800 limes lhe madmom 

~realer 
recommended 

daii inhalation dose for adults on a” W”I’ basis I” Mlure rals. lhe 
subuitaneoos media” d lethal dose of albulerol so ale 
450 mglkg (approximately 3000 limes 

6 approxwaleiy 
the maximum recommended 

daily inhalalio” dose lor adulls on a” mg/m’ basis). In snull young rals. 
lhe subcutaneous median lefhal dose is approxinulely 2000 mglkg 
(approximalely 14.000 limes the maximum recommended daily 
inhalalio” dose for adults and children on a” The 
inhalation median ktil dose has not 

mglm’ basis). 
bee” deleermined in animals. 

DOSAGE AH0 AOMlNlSTRAT1ON Ireafmenr of acule episodes ol 
bronchospasm or prevenfion 01 dsihmdfic symploms: The usual 
dosage for aduns and children 12 years 01 age and older is 2 inhal- 
lions repeated every 4 lo 6 hours: in some patients. 1 inhalalion every 
4 hours may be sufficienl. More frequenl administrario” or a larger 
number of inhalalions is “01 recommended. For mainlerxance therapy 
or prevention of exacerbation ol bronchospasm. 2 inhalations. 4 limes 
a day should be sufficiefll. 

The use of PROVENTIC Inhalation Aerosol can be continued as 
medically indicaled lo conirol recurring bau& of bronchospasm 
During this lime nmsl palienls pain oplinul Lwefii horn regular use ot 
lht inhaler. Safe usage br periods Mending over several years has 
been documenled. 

II a previoosiy effeclive dosage regime” iails lo provide the usual 
response. lhis may be a marker of deslabilizalio” of aslhnu and 
requires rt-tvaluabo” of the patient and lrealmenl regime”. giving 
special consideration lo the possible need for anli-inflammalory 
lrtal”lenl. 

‘p 
coctkosiemids. 

Ext&t- nduced Bronchospawn Prevenlion The usual dosage for 
adults and children I2 years a”d older is 2 inhalations. 15 minules 
prior lo exercise. Fof Ireatmenl. see above. 

It is recommended to ‘lesl spray’ PROVENIlL InhalaOo” Aerosol 
into lhe air before using for Ihe fwsl lime and in cases where lhe 
aerosol has nol bet” ostd for a prolonged period of lime. 
HOW SIJPPLIEO PROVENTIL lnhalalio” Aerosol. 17.0 g canisle, 
conlains 200 metered inhalalions. box of one (NOC 0085-0614-02). 
Each aclualio” delivers 1W mcg Of albulerol from the valve and 90 
mcg of albulerol lrom the moulhpiece. Each cdnisler is supplied wiih a 
yellow plastic actualor with orange dust cap. and Palienl‘s 
Inslruclio”s. 

PROVENTIL Inhalalion Aerosol REFILL canisler. 17.0 g. contains 
200 mtlered inhalalions. wilh Palienl’s Inslrucl~ons. box of one (NDC 
0085-0614-03). 

The corretl amOo” oi medlcalion in each lnhalafion can”01 be 
assured afler 299 actualions from lhe 17.0 9 canister eve” though the 
canister is not completely empty The canister should be discarded 
when Ihe label+6 “umber 01 aCluallo”S have been used 

Store between 15’ and 3fl’C (59’ and 86-F). Failure IO use Ihe 
producf wilhin this temperalure range may resull in improper 
dosing. For, oplimal r~soI1~. the canisltr should be al room 
&empenlun befort au. Shake well before using. 

PROVENTIL lnhakalion Aerosol canister should be used only wlh 
Ihe aclualor Provided. The rel+5Kac1uaror should no1 be used wlfl 
olher aeros medlcalion c&len 
Hole: The indenled slalemenl below 6 reqwed by lhe Federzi 
governmenr’s Clean Au Ac1 for all prodocls conlalning or 
manuiaclured wlh chlorolluorocxbons 1CFCsl 

WARHING: Conla~ns d~chlorDd~ll~oro~el”ane (CFC-121 and 
lrichloromo”ofluoromelha”e (CFC-II). s~bslances which harm 
pubhc health and lhe enwonment by deslroyung ozone in Ihe 
upwr almos@ere 
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ProventiIB Canister Labeling 
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Camatr: Each canister cnntairu a micmayskdline suspension 
of aibuleml in pqellants I*ichlomnmnofluommelhane and di- 
chlamdiflwwmeibane~ with oleic acid. 
Eachanualion&liven90mcgal~erol,US?fmm~emouthQiece. 

WARNINGS: Do not oxcaed tks doss prescribed by your 
physician If diiicul(l in bmatbing persists, con~act~our 
physician immadidefy. Contenis under pmrwe. Do not 

““ClLlre. Da WA use or*Llle nearbealoropenflama 
L posse to temperatures above 12OT may catma bursting. 
Neverhmw cwiainerinfofin oriaciaemfor. Keep out of 
reach of children. 
Store between l!i’and3gT(W andWF1. Failure W(lsalbs 
product within lbii lempemture range may muh in improper 
dosing. Sbaks well before using. 
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