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To reduce the development of dnug-resistant bacteria
and maintain the effectiveness of Ery-Ped and olher
antibacterial drugs, Ery-Ped should be used only to
freat or prevent infections thal are proven or slrongly
suspectad to ba caused by bacleria,

DESCRIPTION
Erylhremyein is produced by a strain of

eryttracus) and belongs to the macrolide group of
antiblatics. It is basic and readily foms salts with
acids, The base, the stearate salt, and the esters are
poorly soluble in water. Erythramyein elhylsuceinate
is.an ester of erylhromycin sutable for oral

Gram-negative Organisms:
Bosdetalia perfussis
Leglonella pretmophila
Nefsseria gonorrhoeae

Other Microerganisms:
Chlamydia rachomalis
Entamoeba Wstolytica
Mycoplasma preumoniae
Treponema paiidum
Ureaplasma urealyticum

The following in vifro data are availah 3.

Erythromyein exhibits i vitra minimalinhibil
(MIC's) of 0.5 pg/mL. o. [ass against

Ery! iy by e is known
«chemically as erythromycin 2'-(athyl succinale). The
molecular formula is GysHyeMO: and the molecular
wieight is 862 08, The struetural formula is:

DR LH 00y

Ery-Ped 200 {erylhromycin elhylsuccinate for oral
suspension) when reconstituted with waler, forms &

ytheamy
equivalent ta 200 mg erythromycin per 5 mL
{teaspaonful) or 100 mg per 2.5 mL {dropperful)
with an appealing fruit fiavor, Ery-Ped 400 when
reconstiluled wilh waler, forms a suspension
containing erythromycin eihylsuceinate equivalent to
400 my of erythromycin per 5 ml (feaspoentul) with
an appealing banana flavor,

These products are Intended peimarily for pediatic
use but can also be used in adults,

Inactiva Ingrodients

Ery-Ped 200, Ery-Ped 400:

Caramel, polysorhale, sodium cltrate, sucrose,
xanthan gum and artificial flavors,

GLINIGAL PHARMACOLOGY

Qrally administered erylhromycin ethylsuccinate
suspension is readily and reliably absorbed under boihy
fasting and nonfasting conditions

Erythromycin diffusos roadily into most bady fluids,
Dnly low cancentrations are normally achieved in
the spinal fluld, but passage of the drug across the
blood-brain barrier increases in meningllis. In the
presence of normal hepatic function, erythromyein
is concenfrated in the liver and excreted in the bile;
the effect of hepatic dy inn on excretion of

most {2 80%) sirains of the following microorgan|sms;
in

Syphilis caused by Treponera paftdtm: Erylhromycin
Is an altemata choice of freatment for primary syphilis
in penicillin-allergic patients. In primary syphills, spinal
fluid axaminations should be done before treatment and
a5 part of follow-up after therapy.

Erythromycing are indicated for the freatment of the
fallowing infections caused by Chiamydia trachonmatis:
Conjunctivitis of the newhorn, pneumonia of infancy,
and umgenilal Infeclions during pregnancy. When
tetracyclines are contraindicated or not tolerated,
erylhremycein is indicated for the ireaiment of
uncomplicated urethral, endocervical, or rectal infections
in adults due to Chiamydia rachomatis.

When felracycines are coniraindicated of not
tolérated, eryihromyein is indicated for Ihe trealment

however, the safely and i

treating clinical infections due to thess microarganisms
have not been astablished in adaquate and well-
controlled elinleal trials.

Gram-positive Organisms:
Viridans graup streplococci

Gram-negative Organisms:
Moraxela calarchalls

s It Testi
For speclfic Information regarding susseptibility test

interpretive criteria and associaled test methods and
aquality contral standards recognized &2 FDA for this

drug, please sas: https 4wt qow STIC,

INDICATIONS AND USAGE

Toreduca the development of drug-resistant bacteria
and maintain the effectiveness of Ery="ed and other
antibacterial drugs, Ery-Ped should be used only to
treat or prevent infections that are proven or strongly
suspected to be caused by susceptible bacteria, When
cutture and susceptibil farmation .re available,
they should be cansidered in selecting or modifying
anlibacterial therapy. In the absence @ such data, local
epidemictogy and susceptibility patters may contribute
la the empiric selecticn of therapy,

Ery-Pad is indicated in the treatment of infectians

caused by susceptible strains of the dasignated
organisms in the diseases listed below:

Upper resplratory fract infections of méd to moderate
deqrea caused by Streptocaceus pyoganes,
Streplococeys preymoniag, of Heemetius influenzae
{when used concomitantly with adequate doses of
sulfonamides, sinca many strains of H. infuenzae are
ol susceptible to the erythromycin cccentrations
cerdinarily achieved). (See appropriate sulfonamide
fabeling far preseribing information.)
Lower-respiralory tract infections of mild fo moderale
severily caused by Sireplococcus preJmoniag or
pyogenss.

erylhromycin by the liver into the bile & not knawn,
Less than 5 percent of the orally administered dose of
erythromyeln is excreted in active form in the urine.

Erythromyoin crosses the placental barrier, but
fetal plasma levels are low. The drug is excreted
in human milk.

Mlcmhlp\uuv
Erythromycin acis by inhibition of protein synthasis

by binding 50 § ribosomal subunils of susceptible
amanisms. |t does not affect nucieic acid synthesis.

Listeriosls caused by Lisferla monocytogenss.

Pertussis (whooping cough) caused by Bordalelta
partussis. Erythromycin is effective in diminaling
the organism from the nasopharynx of infectad
individuals rendering them noninfeclious, Same
clirécal studies suggest that eryihroawein may be
helpful in the prophwlaxis of pertussis m exposed
susceplible Individuals.

Respiratory tract infections due to Mycoplasma
preutonize.,

urethiitis caused by Lreaplasma
wreayfictm.

Legionnaires' Disease caused by Legioneila
preumophila: Although no controlled clinical afficacy
studies have been conducled, in vitro and limited
prefiminary clinical dala suggest that erylhromycin may
be affective in Ireating Legionnaires’ Disease.

Prophiyla
Prevention of Initial Attacks of Rhoumatic Fever:
Fenicillin is corsidered by the American Heart
Association to he the drug of choice in he prevention
af initial attacks of rheumatic fever {irealment of
Streplococeus pyogenes Infections of the upper
respiratory Iract, €.9., tansillitis or pharyngitis).
Erythromyein is indicated for the treatment of penicillin-
allergic patients,' The therapeuic dose should he
administered for 10 days.

Pravention of Recurrent Atfacks of Rheumatic Fever:
Panicillin or sulfonamides ane considared by the
Amrican Heart Assoclation to be the drugs of choice in
the prevention of recurrent attacks of rheumatio feves. In
patients who are allergle to penlaillin and

Clostridium difficilo Associated Diarrhea:
Clastridium diffic/le assaciated dianhea (CDAD) has
been reported with use of neary all antibacterial
agents, including Ery-Ped, and may range in saverity
from mild diarrhea to fatal colitis, Treatment with
antibactarial agents altars the normel flora of the
colon leading fo overgrowth of C. difficiie.

€. difficite praduces foxing A and B which contribute
1o the development of CDAD. Hypertoxin praducing
slrains of C. difficile cause increased morhidity and
martality, as these infections can be refractory lo
antimicrobial therapy and may require colectomy.
CDAD must be considered in all patients who present
with diarhea followlng antibiotic use. Careful medical
histary is necessary since CDAD has been reported
to oocur ower twa months after the administration of
antibactarial agents,

f GDAD fs suspocted or confirmed, ongaing anfibiotic
use not directed against C. difffells may need to

be disconti iate fluid and electroly
management, protein supplzmentation, anfibiotic
treatment of C. aifffetfe; and surgical evaluation
should be institutad as clinically indicated.

Drug Interactions

Serious adversa reactions have been reported in
patients taking erylhromycin concomitantly with
CYP3A4 subslrales. These include colchicine taxicity
wilh colehicine; thabdemyolysis with simvastatin,
lovastatin, and aforvastatin, and hypotension with
calcium channel blockers metabalized by CYP3Ad
(2.9., verapanil, amlodipine, diliazem) (see
PRECAUTIONS - Drug Interactions).

There have been pest-marketing reports of colchicing
loodcity with concomitant use of erythromyein

and colchicine. This interaction is patentially life-
fhreatening, and may oocur while using both drugs
al their recommended doses (see PRECAUTIONS -

oral erythromycin Is recommendad by the American
Heart Association in the long-term prophylaxis of
Straptacoceal pharyngitis (for the prevention of recurrant
attacks of theumatic fever) '

CONTRAINDICATIONS
Erythromycin is contraindicated in patients with known
twpersensitivity o this antibiotic.

Erythromyein is contraindicated in patients teking
terfenadine, astemizole, pimozide, or clsapride (see
PRECAUTIONS - Drug Interactions).

Da not use erythromycin concomitantly wilh HMG
Cod reduclase inhibitors [statins) that are extensively
metabolized by CYP 384 fiovastalin or simvastatin,
due o the increased rsk of myogathy, including
rhabdomyolysis,

WARNINGS
Hepatotoxicity:
There have been reports of hepatic dysfunclion,

Drug

Rhabdomyokysis with or wilhout renal impairment
has been reported in serlowsly ill palients receiving
arythromycin coneomitantly with kvastatin,
Therefore, patients recelving concomitant lovastatin
and enyhromyein should be carefully menitored for
creatine kinase (CK) and serum transaminase levels.
(See package Insert for lovastatin)

PRECAUTIONS

General: Prescribing Ery-Ped in the absence of a
proven or sirongly suspected bacteral infection or a
prophytactic indication Is unlikely to provide benefit to
the patient and Increases the risk of the development
of drug-resistant bacteria.

Since eryihromycinis principally excreted by the
liver, caution should be exercised when erythromycin
is administered 1o patients wilh impaired hepatic
function {see GLINICAL PHARMACOLOGY and
WARNINGS sections).

including increased liver enzymes,
and/or cholestatic hepatitis, with or without jaundice,
oceuring in patients receiving oral erythromycin
products.

QT Prolongation:

Erythromycein has been associated with prolengation
of the T Interval and infrequent cases of arrhythmia.
Cases of torsadss de pointes hava been spantaneausly
reporied during postmarketing survelllance in patients

n
erythromycin and clindamyein, incomycin, and
chioramphenical.

Many strains of Haesmophilus influenza are resistant
to erythromycin alone but are susceptiole to
used

Skdn and skin strueture infections of rild leral
severity caused by Streplococcus pyacenas ar

aureus {resistant stapaylocood
emerge during treatment).
Diphtheria; Infactions dug to Corpnebacterium
diphtharias, as an adjunct to antitxin Ao prevent

receiving ycin. Falalities have been raporied.
Eryihromyein should be avoided in patients with
knawm prolongation of the OT interval, patients with

of symploms of iz gravis
and new onset of symploms of myasthenic
syndrame has been repered in patients receiving
erythvamyein theragy,

Thera have been reports of infantile hyperrophic
pylorie stenosis (HPS) occuring in infants fallowing
arythromyein therapy. In ane cohert of 157 newboms
wiho wera given erylivomyein for pertussis
prophylads, seven neonates (5%) developed
symptoms af non-biliaus vemiting or irrtabllity
wilth feeding and were subsequenily diagnosed
s having IHPS requiring surgical pytaromyolomy.

d elfect il

ongoing p ic conditions such as
hypekalemia or hypemagnesem la, ciinlcally slgnficant
bradycardia, and in patients receiving Class I4
lquinidine, pracainamide) ar Class [ {dofetilide,

¥ i

of carriers and 1
in carriers,

resisiant emerge

during & course of therapy.

itniciobial Acliv
Erythramygin has been shown Lo ke active against
most steains of the following microorganisms, both
i witro-and in clinical infections as described in the
INDICATIONS AND USAGE section.
Gram-positive Organisms:

Corynabactanum diphthedas

Carynabacianum minutissimum

Listeria monacyfogenes

Staphyfococcus auvreus (resistant organisms may

emarga during treatment)

Slreplococcus pretmaonias

Slreplococcus pyogenes

Inihe treatment of infectisns due to
Covynebacterurm mitutissimum. Intes nal amellasls
caused by Entarnoshia instotytica {oral 2rythromycing
only). Extraenteric amebiasis requires reatment with
ofher agents.

Acute Palvic [nflammalory Disease caused by Nelsseria
As an alternative i
of acule palvic inflammatory disoasa caused by M.
gonarrhoeae in female patients with a istory of
sensitivity o penicillin. Patients shoule have a serologic
fest for syphilis befare raceiving erythrmycin as
treatment of gonorrhea and a follow-u3 serlogic test for
syphills after 3 months.

amiodarane, sotalo) antiarrhythmic agents, Eldery
patients may be mare susceplible to drug-associated
effocts on the QT Interval,

Syphilis in Pregnancy:

‘There have been raports suggesting that erythromycin
daes not reach the felus in adequate concentration

to prevent congenital syphilis. Infants hom to women
treated during pregnancy with oral erthromyein for
early syphilis should be treated with an appropriale
penicillin regimen.

possible dose-resp
with an absolute risk of [KPS of 5.1% for infants
who took erylhmmyein for 8-14 days and 10% for
infants wha toak eryiramyein for 15-21 days.?
Since erythromycin may be uses in the treatment

of conditions in infants which are associated with
significant mortality or morbldity {such as pertussia
or neanatal Chiamyidia irachomatis infections), the
benofitof orythromycin therapy noods ta be woighod
agairst the potential risk of developing IHPS. Parents
should be infarme 1o cantact thir physician i
vamiling ar irritability with feeding ccours.

Prolonged or repeated use of erythromycin may result
in an overgrowth of nansusceptibla bacteria or fungi.
If superinfection occurs, erythramycin should be
discontinued and appropriate therapy Instituted.
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When Indicated, incision and drainage or other
surgical procedures should be perfarmed In
conjunclion with antibiotic therapy. Obsarvational

[such as

Lahor and Delivery: The effect of eryhromycin an labar
livery is unknown.

and Aefatad. Erythromyzin
h:n been reparted 1o decrease the clearance of
Iriazolam i and thus, may Innrease the

studies n humans have reported
malformations after expesure to drug producls
containing erylhremyein during early pregnancy.

Information for Patients: Patients shoukd be
counseled that anfibacterial drugs, including Ery-Ped,
should only be used to freat bacterial infections.
They do not treat viral infections (e.g., the common
cold). When Ery-Ped s prescribed to real a baclenal
Infection, patients should ba tokd that allhough it is
common 1o feel better eardy in the course of therapy,
the medication shauld be laken exactly as directed.
Skipping doses or not completing the full course of
therapy may (1) decrease the effectiveness of the
Immediate freatmant and (2) increasa the likelihaod
that bacteria will develop resistance and will not be
Ireatabile by Ery-Ped or other antibacterial dugs in
the future.

Diarrhea is a common problem caused by
antibiotics which usually ends when the antibiotic
Is discontinued, Sometimes after starting treatment
with antibiatics, patients cen deselop watery and
liloadly stools (with or without stomach cramps and
faver) sien a5 |ate as two or more months after
having taken ihe last dose of the antibiatic. If this
accurs, patients shoukd contact their physician as
son as possible.

Drug Interactions

Theophylfne:

Erythromyein use in palients who are receiving high
doses of theophyiline may be associated with an
Increasa in serum theophylline leveis and potential
theaphylline toxcity. n case of theaphylling toxicity
andfor elevated serum fheophylline levels, the dose
of theophyline should be reduced while the palient is
receiving concomitant erylhromyein tharapy.

There have been published reports suggesting that
when oral erythromyein is given concurrently with
theophylline there is a decrease in eryihromyeln
serum concentrations of approximately 35%.

The mechanism by which this interaction occurs

Is unknown. The decrease in erythromycin
concentrations due o co-administeafion of
theaphylline could result in subtherapeutic
concentrations of erylhromyein,

Hypotersion, bradyarhylhmias, and lactic acidosis
have been abserved in patients receiving concurrent
verapamil, belonging to the calcium channel hiackers
drug class.

Concorvitant adminisiration of erylhremycin and
dignxin has been reported lo result in alevated
digoxin serum levels,

There have been reparts of increased anticoagulant

effects when erythromycin and oral anficoagulants
were used concomitantly. \ncreatmj 'mllcnagu\atmn

effect of these

Mursing Mothers: Erylivemyein is eweled in mman

The following dosage schedule s suggested for mild to
maderate Infections:

milk. Caution shauld be

HMG-CoA Redductas inhibitors: Erythvomycin has
baen reported to increase concentrations of HMG-CoA

uctase infibitars (e.9., " "
Rare reports of habdomyolysis have been reported in
patients taking these drugs cancamitantly.

Sitdenafil (Viagra): Endhromycin has been reported
1o Increase the systamls exposure (AUC) of slldanafil.
Reduction of sildenafil dosage should ba considered,
(See Viagra package insert )

woman.

Pediatric Use: See INDICATIONS ANC USAGE and
DOSAGE AND ADMINISTRATION seckons,

Geriatric Use: Eiderly patients, particuarly those with
reduced renal or hepatic function, mar be atincreased
risk for develoging erythromycin-indused hearing

loss (sae ADVERSE REACTIONS and FOSAGE AND
ADMINISTRATION).

Edeny patients may be mare susceptble o
{orsades de pointes arhythmias than

There hava been puhlished reports

of CYP3A based inferactions of erythromycin with
cydosparing, cathamazepine, lacrolimus, afentanil,
disopyramide, rifabutin, guinidine, me«hylprednmolune.

ynunger patienis (see WARNINGS).

Elderly patients may experience incressed effects of oral
anticoagulant therapy while undergoirg treatment with

cllostazal, vinblastine, and

of inwith
cisapride, pimozide, astenvizole, or terfenadine is
cantraindicated (see CONTRAINDICATIONS).

In atdltion, thero have been reports of inferactions
of erythromycin with drugs not thought 1o be
metabolized by CYP3A, including hexobarbital,
phenylein, and valproate.

Erythromycin hes bean roportad to significanty after
the metabolism of th ing antistansi

terfenadine and astemizele when taken concomitantly.
Rare eases of serious candiovascular adverse events,
Including efectrocardiographic OT/QTc interval
prolongation, cardiac arest, torsades da pointes, and
other ventricular have heen
CONTRAINDIGATIONS). In addition, daaths have bean
reported rmrely with concamitant administration of
terfenadine and erythromyein,

Flere have been pust-markm!ng raports of qrug

erytheamyein [see P - Dug

Ery-Ped 200 containg 117.5 mg §5.1 aEc) of sodium per
individual dese.
Ery-Ped 400 contains 117.5 mg (5.1 rEd) of sodium per
Incividual dose,

Based on the 200 mg/5 mL sirength, #t the usual
recommeanded doses, adult patiants would receive a
total of 940 mgfday (40.8 mEq) of sadum, Based an

Body Weight Total Daily Dose
Under 10 1bs ?g:zg mmﬁﬁ?
101015 |bs 200 mg

16 1025 |bs 400 mg

26 1050 lbs 800 mg
5110100 lbs 1200 mg

ovar 100 lbs 1600 my

Aduits: 400 myg erythromyein ethylsucecinate every 6
hours is the usual dose, Dosage may be increased up to
A g par day according to the severity of the Infection. If
twice-a-day dosage s desired, one-half of the total daily
dose may ba given every 12 hours, Dosas may also be
given three times daily by administering one-ihird of the
total daily dose every B hours.

For adult desage calculation, use a ratio of 400 mg of
erythromyein activity as the ethylsuecinate 1o 260 mg of
erythromycin activity as the stearate, base or estolate.

\n 1he treatment of streptowcca\ |mecuor\s a

the 400 mgys mL strength, at the ususl
doses, adult patients would recelve a total of 470 mg/
day (20,4 mEq) of sodium. The geriatrie poputation may
respond with a blunted natriuresis ta salt oading. This
may be clinically impartant wilh regane to such diseases
as congastive heart failure,

ADVERSE REAGTIONS

The most frequent side effects of aral 2evihramycin
preparations are gastrointestinal and are dose-refated.
They include nausea, vomiting, abdoms nal pain

dlarmaa and anorex(a, Sympioms of hepalitls, hepatic

with cisapride, resulling In OT prolengation, candiac
arrhythmias, ventricular tachyeardia, ventricular
fibrillation, and forsados da pointos most kel duc
to the inhibition of hepatic metaholism of cisapride
by erythramyein. Fatalities have been reporied (see
CONTRAINDICATIONS).

Lolchicine: Colchicing is a subsirate for both CYP3A4

for abnormal liver function test results
may occur (sea WARNINGS section).

(Onset of pseudomembranous colills ssmploms may
ocgur during or after antibacterial treament (see
WARNINGS).

Erythramyein has been assacialed wita OT prolengation
and wentricular arfythmias, including sentricular
tach: dia and torsades de pointes (zee WARNINGS).

and the efflux transporter P- P-gp).
Erythromyein is considerad a moderate inhibior of
CYP3A. A significant inmm in calchicing plasma

s anticipated when
moderate CYP3M :nh\l:wlors such as enthromyein. If
co-administrafion of colchicine and enghromycin is
necessary, the starting dose of colchicine may nead to
ba reduced, and the maximum colchicing dose shoud
be lowered. Patiants shoukd ke manitared for clinical
symploms of colchicing loxicity [we WANNINES]

Allergic reactions ranging from urlicara to anaphylaxis
have oocurred. Skin reactions ranging from mild
eruptions to erylhema multifarme, St Ich

should be a.dmwswred for at least 10 days. In
continuous prophylaxis against recurrences of
slreptococeal infections in persons with a history of
rheumatic heart disease, the usual dosage is 400 mg
twice a day,

For treatment of urethiilis due to & frachomatis or
U urealyticum: 800 mg three times a day for 7 days.

For treatment of primary syphilis: Adulis: 48 ta 64 g
given in divided doses over a period of 10 to 15 days.

For Intestinal '|rrmblas\s'AmH|s' A00 my four times
dally for 10 to
Chikdren: 30 10 50 mgquay in divided doses for 10
1o 14 days.

For use in pertussis: Aithaugh optimal dosage

and duration have not been established, doses of
enylhromycin wtilized in reported clinical studies were
401 50 mafkgiclay, given in divided doses for 5 1o

14 days.

For treatment of Legionnaires' Disease: Although
nphmai doses have not been established, doses ulflizad
ical data were 1.6 to 4 g daily in

syndrome, and loxic epidermal necrolesis have been
reported rarely,

There have heen reports of interstitial “ephritis
coincident with erythromycin use.

divmud doses,
HOW SUPPLIED
Ery-Ped 200 ferylhromycin elhylsucsinate for oral

“There have heen rara reparts af ang
nvulsion:

Drug/Laberatory Test
interforos with the fluoremetric damnm»atm nf urinary

affects due toi
various nmlanhonagulan[s mlw be mure pmnuunl;ad
in the elderly.

Erythromyein is a substrate and inhibitor of the 34
Isoform subfamily of the eytochrome paS0 enzyme
system (CYP3A). Coadminisiration of erythramycin
and a drug primarily metabolized by CYP3A may be
associated wilh slevations in drug concentrations
that could Increase or proleng both the therapautic
and adverse effects of the itent drug. Dosage

Careinogenesis, Mutaganesis, Impairment of
Fortility: Long-term oral dietary studies conducted
with erythromycin stearate in rats up to 400 mg/kg/day
and in mice up to 500 mg/ka/day [approximalely 1-2
fold of the maximum human dose on a body surface
area basis) did not provide evidence of lumorigenicily.
Erylhromycin stearate did not show genotoxic potential
in the Ames, and mouse lymphoma assays o induce

adjustments may ne cons|dered, and when pussmle

aberrafions in CHO cells, Thers was no
apparent effect on male or female fertility in rals trealed

Serum il drugs primarily
by CYP2A should be monitored closely in patients
concurrently recelving enthromycin,

‘The follawing are examgles of some clinically
significent GYP3A bused drug interactions.

with in hase by oral gavage at 700 motkg/
day (approximately s the maximum human dose
on a hody surface araa basis).

Pragnancy: Teraiogenic Effects There is na evidence
of teralogenicity or any ather adverse effect an

with other drugs by the
CYPaA isoform are als possible. The follawing
CYP3A based drug interacions have been observed
wiith erythromyein products in post-marketing
Bxperience:

Ergolamine/oiyoroergalamine: Post-marketing
reports indicate that coadministration of erythromycin
with ergotamine or dihydroergotamine has boon
assocfated with acute ergnt toxicity characterized

by vasospasm and ischemia of the extremilies and
olher tissues including the centeal pervous system.
Concomitant administration of enythromycin with
ergotaming or dilydmergotaming is contraindicated
(see CONTRAINDICATIONS),

in female rals fed in base by
oral gavage at 350 mgfkgfday (approximately twice the
maxinum i a body surlace

There have been isolated reponts of resersible hearing
luss ocouiring chiefly in patients with =nal insufficlency
and in patients receiving high doses o erythromycin.

OVERDOSAGE

In case of overdosage, erythromyein ssould be
discontinued, Dverdosage should be handled with the
prompt elimination of unahsorbed drus and all other
appropiate measures shoud ba institated.

Erythromyein is not remaved by pedioneal dialysis or
hemodialysis.

DOSAGE AND ADMINISTRATION

y-Ped [ery 1y
may be administered without regard 1o meals.

Chifdren:Age, welght, and severity of dhe infestion are
important factors In determining the poper dosage.

In mild to moderate infections, the usal dasage of

for children Is 30 to 50 mg/

area) prior 1o and during mating, during gestation,

and through veaning. Mo evidence of leratogenicily or
embryoloxicily was observed when erdhromycin base
was given by oral gavage fo pregnant rats and mice

at 700 mg/ka/day and to pregnant rabbits at

125 mg/kgrday (approximately 1-3 times the maximum
recommendad human dose).

kg/day In equelly divided dosas every 3 hours, Far mare
severg infections this dosage may be woubled. If twice-
a-day dosage s desired, one-half of the total deily dose
may be given every 12 hours. Deses mray also be given
1hree times daily by administering one-1hird of the tolal
daily dose every 8 hours,

suspansion, USP} is supplied in bottles of 100 mL
L 154-18).

Ery-Ped 400 (eryihromycin ethylsuccinate for oral
suspension, USP) is supplied in bottles of 100 mL

(NDC 80005-155-18).

Recommendad Storage:

Store Ery-Ped 200 and Ery-Ped 400, prior to mixing,
below BE°F (30°C). After reconstitution, Ery-Ped 200 and
Ery-Ped 400 must be stored at or below 77°F (26°C) and
used within 35 days; refrigeration is not required.
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