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Cromolyn Sodium Inhalation Solution USP
20 mg/2 mL
RX Only

EQR ORAL INHALATION USE ONLY e s
Esch Low Deneity Polysthyiens Vial Containe: SR S
20 mg cromolyn sodium USP, in water for injection-USP, 3 ;
Ensure the mmmmwuwu

with solution. See package insert for Dosage and Administration.

Do not use if solution is diecolored or [} - §
Retain In foll pouch unill ime of use. ST §
Manufactured for: ‘: o
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CROMOLYN SODIUM INHALATION SOLUTION, UsP 7P

.

. PRESCRIBING INFORMATION
- Rx only

For Oval inhalation Use Only - Not for Injectien

DESCRIPTION: The active ingredien of cromolyn sodium inhalation solution USP is cromotyn
sodium, USP. It is an inhaled snti-inflammatory agent
Cromolyn sodium is chemically i

ox0-4H-1-benzopyren-2-cowbaxyiats]. The molecular formula is Cz3H1aN®2011; the molecular weight
it 512.34. Cromolyn s0diim i$ 2 watar-soluble, odoriess, whits, hydr: powder. It i
tasteless ut first, but leaves a siightly bitter aftertaste. Cromolyn sodium is cleer, coloriess o pale
yellow, sterile and has a terget pH of 5.5.

The structural formula is:

Esch 2 mL viai for aral inhalation use only contsins 20 mg cromolyn sodium, USP in water for
imection, USP.
mwmmhmmnmmmmmmwm
inhibits sensitized mast cell degranulation v/Aich occurs after xposure to specific mntigens,

ammmmwmumumm'musmmu
ammmwmwwnmbwnmmmcd.wm
mediator reisase.

Cromolyn sodium inhibits both the immediate snd non-immediate bronchoconstrictive reections to
inhaled antigen. Cromoiyn sodium also attenuates bronchospasm caused by exercise, toiuens
dmmwu,wmmmmm
Cromolyn sodium hes no intrinsic bronchodilstor or antihistaminic activity.
Amnmmwmmmmudmwmmm
administared is rbed and d, spproximetely equaily divided between
m-mu- mmmum-mmuwmmw
and d via the alir y tract.

INDICATIONS AND USAGE: Cromolyn sodium inhalation solution, USP is a prophylectic sgent
indicated in the manegement of patients with bronchial asthma.
mmmmnmmwmumm

sodium i ion solution, USP is given by inhaistion on a reguisr daily basis
(mmmnnmmmpmamdammummm
saveral weeks of treatment, sithough some patients show an almast immediate responss.
In patients who develop acute bronchoconstriction in response t0 BXPOSUNe $0 EXIFCise, toksens
diisocysnats, snvironmental pollutants, stc, cromolyn sodium should be given shortly befors
axposurs to the precipitating factor {ses DOSAGE AND ADMINISTRATION).
CONTRAINDICATIONS: Cromolyn sodium inhslation salution, USP is contraindicated in those
patents who have shown hypersensitivity to cromolyn sodium,
WARNINGS: Cremolyn sedium inhalation selution, USP has no role in the trestment of status
asthmaticns.

nmmu'mow mmwmmm

d below the

Symptoms of asthme mey recur if dyn sodium is redk ended dosage or
4 inusd.

information for Putionts: Cromolyn sodium is to be taken as directed by the physician. Becauss it
is preventive madication, it may taks up to four weeks before the patient experiences maximum
benefit. -

Cromolyn sadium should be used in & power-driven nebulizer with an sdequats sidflow rate
oquipped with & suitable face mesk or mouthpiecs.

Orug stebility and safety of cromolyn sodium inhalation sokution when mixed with other drugs in
& nebulizer hevs not besn estalished.

For additional informatien, 308 the accompanying lesflet entitied Living & Full Life with Asthma.
mmhﬂi—ndwmn“dmmswmh
mice (12 months intraperitoneal administration et doses up to 150 mg/kg three days per

(o0

waeek), hamsters {inraperitoneal administration at doses up to 53 mg/kg three days par week for 15
weeks iollowed by 17.5 mg/kg three days per week for 37 weeks), and rats {18 months
subcutsneous treatment at doses up to 75 MQ/KQ six days per week) showed no necplastic effects.
These doses comeapond to spproximataly 1, 0.3, and 2 times, respectively, the maximum
recommended human daily inhelation doss on 8 mg/m? basis.

Cromolyn sodium showed no mutagenic potentisl in Ames Saimonella/microsoms plate sssays,
Miotic Qung COMVErEIon in SacchHaromyces cerevisise and s in vitro cytogenetic study in
Pumen periphersi lymphocytes.

No evidency gf impaired fertility wes shown in isboratory reproduction studies conductsd
suBCutBNBouly in rats ot the highest doses testad, 175 mg/g/day in meles and 100 mg/kg/dey in
fomeies. These dieeg are approximately 18 and 10 times, fespectively, the maximum
recommended 8dux twamen daily inhaistion dose on s mg/m’ besie.

wtmmmcnmnmmmmm
Mw

mnummwmmmmm Thers are, howsver, no
sdequate and well controlied studies in pregnant wommen.

Because animal reproduction studies &re not alweys predictive of human response, this drug should
be used during pregnency only if clearty nesded.

Drug interaction During Preguancy: Cromolyn sodium end isop were studied fol
subcutansous injections in pregnant mice. Cromolyn sodum aione in doses up to 540 mg/g
{spproximately 27 times the maximum recommended adult deily inhaletion dose on 3 mg/mY basis)
did not cause significant increeses in resorptions or major mallormetions. isoprocerencl sloa at 1™
dosa of 2.7 mg/kg {appraximetely 7 times the meximum recommended sdult human daily inhalation
doss on » ma/m* besis) incressed both resorptions and meformations. The additon ot drodfpym. -
sodium to isoproterencl appeers to heve increassd the incidence of both resorptions and -
matformetions. :

Nursing Methers: it is not hmmunmﬂwudmmmmn;m
drugs are sxcreted in human milk, caution should be exsrcised when cromalyn sodium is
sdministered 10 & nursing women.
Podiatric Use: Safety and effecti in pedistri
been established.

ADVERSE REACTIONS: Clinicsl experience with the uee of cromalyn sodium suggests that
mmnmmmmmmmmmm
cromalyn sodium : cough, nasal congestion, nausea, sneezing and wheszing.

Other reactions heve besn reported in clinical trials; however, a causal reletionship could not be
sstablished: drowsiness, nasal itching, nase blead, nose buming, serum sickness, and
stomacheche.

In addition, sdverse reactions heve besn reported with cromolyn sodium for inhelation, USP
capeules. The most convmon side effects ere associated with inhalation of the powder and include
transient cough (1 in § petients) and mild wheezing (1 in 25 patients. Thess effects rarely require
treatment or discontinustion of the drnug.

mmmmummmwmmmmm

W mmmw
raported in less then 1 in 10,000 patients: leryngesl edema, swollen parotid gland, angiosdema,
bronchospesm, joint swelling end pain, dizziness, dysuria and urinary frequency, neuses, cough,
whesaing, headechs, nesal congestion, rash, urticaria and lecrimation.

MMMMMWnWMInlwWMNnuM

below the age of 2 years heve not
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OVERDOSAGE: Thare is no clinical sy with 8n overdasage of STOMOYT Sodiun-

mmmmnmmdmmmmmmmmd

mucﬂvhv hy aodnm.... of whether ad: was P oulcrby
iStration in mice, rats, gumea pigs, h  and rabbits d d

mlhmmmdmﬂwmmmmmmMIW
pattern of toxicity. mwmwuum-:mmmmm
mg/kg, and et this dase level no desths occugpd. By i oven in long term studies, it proved
anmmmumMnnmde

DOSAGE AND ADMINISTRATION: Fwwndmummmwmmc
patients {two yeers of age and over), the usual strting dosage i the contents of one vial
administered by nebulization four Smes a day of fequisr intervais.

Drug stability end safety of cromolyn sadium inhalation solution when mixed with other drugs i &
nebuizer have not been established.

Patients with chvonic asthma shouid be sdvised that the effact of cromolyn sodium inhvalation
sokstion, usrmmtsummmmdmmmﬂmnmh as dircied.
Cromolyn sodium inhalation solution, USP should be introduced into the patient's therapeutic
mmmmmmMWhnmhubmmmmm
is able to inhale adequately.
F«mmdmmmhbmmwmnbm&vu
snvironmental agents {e.0., animel danders, tolusne diisocysnate, poliutants). stc., the ususl dose
mmdmmmﬁwmmmmmmm

1t should be smphasized 19 the patient that the drug is poerly absorbed when swaliowed and
is not effective by this routs of administration.
Mua—wmuv oy in Relation te Other T, sits for
Asthma: Mo, idal agemts: C sodium inhalation solution, USP should be added to the
mmmume(cg.Wm)WMlman
sodium inhaletion solution, USP is evident, ususlly within two to four weeks, and if the ssthma is
under good control, an attempt may be made to decrease concomitant medication usaQe gradually.

¥ concomitant Medications are shminatad or required on no more than a pm basis, the frequancy of
administration of cromolyn sodium inhalation solution, USP may be titrstad downwerd to the lowest
level consistent with the desired sifect. The usual decrease is from four to three vials per dey. Itis
important that the dosage be reduced gradulllly to avoid axacerbation of asthma. )t is emphesized
that in patients whoss dosege has been titrsted to fewer than four visls per day, an increese in the
dose of cromolyn sodium inhelation solution, USP and the introduction of, or increass in,
mmmhmnmmmmm
Mln Mmmmhmwmdhmd’u

nonetheless be present. Thus, gradusl tapering of corticosteroid dosage may hcmwnu
important that the dose ba reduced slowly, meintaining close sipervision of the patient 1o avoid an
sxacerbetion of asthme.

It should be borme in mind thet prolonged corticosteroid therapy frequently casuses an impainment in
the activity of the ypothslsmic-pituitary-adrenel axis and & reduction in the size of the adrenel
cortex. A potentially critical degree of impairment or insuificiency may persist asymptomaticaily for
some time even after gradual discontinuation of ad ical storvids. Therefore, if 8 patient is
subjectad to significant stress, such a3 a severe asthmatic attack, surgery, traume or savers iliness
while being treated or within one year {occasionelly up o two years) after corticosteroid reatment
has been terminated, consideration should be given to reinstituting corticostercid therapy. When
respiratory function is impaired, as may occur in severs axacerbation of ssthme, a temporary
increasa in the amount of corti hds may be required 1o regain control of the patient's asthma.
It is particularly important that great care be exarcised if, for any resson, cromalyn sodium
inhalation solution, USP is withdrawn in cases where its use has parmitted 8 reduction in the
maintenance dose of corticostercids. In such cases, continued close supervision of the patient is
essential since there may be sudden resppearancs of severs manifestations of asthms which will
requirs immediats therapy and possible reintroduction of corticosteroids.

For sdditional information, see the accompanying lsaflet entitied Living a Full Life with Asthma.
HOW SUPPUED: Cromolyn Sodium inhalation Solution Unit Dose 2 mL Vial is supplied ss »
colorless to pale yellow solution contsining 20mg cromolyn sodium, USP, in water for injection,
USP, with 5 vials per foil pouch in cartons as ksted below.

60 vials per carton. (NOC 0172-6406-49).

120 vials per carton. (NDC 0172-6408-59).

Each viel is mecs from a low density polystivyiens (LOPE) resin.

Store between 15° and 39°C (59° and 38°F) and pretect irem light. De net wse If selution is
discelored o5 ina & procigitat

Retain in foil pouch until time of uss.

KEEP OUT OF THE REACH OF CHILDREN.

Manufactured for: ZENITH GOLDUNE PHARMACEUTICALS, INC., MIAMI, FL 33137 0172

by: Stenpak Limited, RMMOWAHWM 12799 D1
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