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(griseofulvin ultramicrosize)
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stearate; methyiceilulose; methyiparaben; polyethylens glycal 400
and 8000; polyvinylpyrrelidone; and ttanium dioxide.
OR
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methyicefiulose; methylparaben; polyethylene glycol 400 and 8000,
povidore; sodium faurd sulfate; and titniom dioxide.

AGTION: Microbiology — Griseofulvin is fungistatic with in vitro acljvi-
ty against varous species of Microsporum, Epidermophyton and
Tridwphyion.l!hasmeﬂectmbacteﬁaurnmergeneraoﬂungi.
Human Phammacology — Following oral administration, griseofulvin is
deposited in the keratin precursor cells and has a greater affinity for
diseased tissue. The drug is tightly bound to the new keratin which
bacomes highly resistant o fungat invasions.

The efficiency of gastrointestinal absorplion of ultramicrocrystafline
griseotuivin is approximately oae and one-half times that of the con-
ventional microsize griseofulin. This facior permits the oral intake of
two-thirds as much uttramicrocrystatiine griseofulvin as the microsize
form. However, there is curvently no evidence that ihis lower dose con-
fers any significant clinical ditferences with regard to safety and/or
efficacy.

INDICAYKONS: Gris-PEG® (griseotulvin ultsamicrosize) is indicated for
the dreatment of the following ringworm infections: tinea corporis
{ringwony of the hody), nea pedis (athlete’s food), tinea cruris {Ang-
worm of #he groin and thigh), tinea barbae (barber’s fichy, tinea capitis
{ringwoem of the scalp), and tinea unguium (onyshomycosts, Hng-
worm of the nails), when caused by one or more of the following
genera of fungi: Trichophyton rubrum, Trichophylon tonsurans,
Trichophylon mentagrophytes, Trichophyton  interdigitalis,
Trichophyton vesrucosum, Trichophyton megrin, Trichophyton galli-
nag, Trichophyton crateriform, Trichaphyton sulphwreurn, Trichophyton
schoesleini, Microsporum audouind, Microsporum canis, Microsporum
gypseum and Egfdermophyton floccosum. NOTE: Prior to therapy, the
type of fungi responsible for the infection should be identified. The use
of te drug is not justified m minor or trivial irfections which will
respond {o topical agents alone. Griseofulvin is not effective in the fol-
lowing: bacterial infections, candidiasis {moniliasig), histoplasmosis,
actinomycosis, sporotrichosis, chromablastomycosis, coccidioidomy-
cosis, North American blastomycosis, cryptococcosis {torulosis), tinea

CONTRAINDICATIONS: Two cases of conjoined wins have been
reported since 1977 in patients taking griseofulvin during the first
Frimester of pregnancy, Griseofulvin should not he prescribed to preg-
nant patients. if the patient becomes pregnant while taking this drug,
the patiert should be apprised of the potential hazard to the fetus.

This drug is contraindicated in patients with porphyria or hepatoceliu-
kar failure and in individuals with a history of hypersensitivity to grise-
afulvin.

WARNINGS: Prophylaciic Usage — Safety and efficacy of griseofulvin
for prophytaxis of fungal infections have not been established. Animal
Toxicology - Chonic feeding of griseofuldn, at levels ranging from
0:5%-2.5% of the diet resulted in the development of iver fumors in

+ several strains of mice, particularty in males, Smaller particle -sizes

fesult in an enhanced eflect. Lower oral dosage levels have not been
tested. Subcutaneous administration of selatively smafl doses of grise-
ofulvin ence a wieek during the first three weeks of lite has also been
reported to induce hepatomata in mice. Thyroid tumors, mostly ade-
nomas but some carcinomas, have been reposted in male rats receiv-
ing griseofulvin at levels of 2.0%, 1.0% and 0.2% of the diet, and in
female rats receiving the two higher dose levels, Atthough studies in
other animal species have not vieided evidence of tumaorigenicity,
thesa studfes were not of adequate design to form a basis for conclu-
sion in this regard. In subacute todcity siudies, orally administered
griseofulvin produced hepatocellular necrosis in iice, but this has not
been seen in other species. Disturbanges in porphyrin metabolism
have been repotted in griseofulvin-treated laboratory animats.
GﬁwoiuMnhasbeenrepOﬂedﬁDhaveacolclﬁcim-iﬁxeeﬁecimmitu-
sis and cocarcinogenicily with metfiylcholanthrene in cutanesus turnor
hducﬁonhlabommryarﬁnalsUsageianglancyﬁSeeCON-
TRAINDICATIONS section. Anima Reproduction Studies - i has been
reparted in the literature that griseofulvin was found to be embryotox-
ic and teratogenic on oral administration & pregrant rats. Pups with
abnemmalities have been reparted in the Fitters of a few bitches treat-
ed with griseofulvin. Suppression of spermatogenesis has been
reported to oceur in rats, but investigation in man failed o confimn this,

PRECAUTIONS: Patients on prolonged theragy with any potent med-
icaﬁonshoufdbeunderduseobsenmﬁnn.Peﬂomcnmnitoﬁngof
Organ system funchon, including renal, hepatic and hematopoietic,
should be done. Since griseofulvin is derived from species of
Peniclium, the possibilty of cross-sensitivity with penicillin exists;
however, known peniciiin-sensitive palients have been treated with-
out difficulty. Since a photosensitivity reaction is occasionally associ-
atedwimmseoﬁ;hrinmempy,paﬁefmshouldbewamedhnvoid
exposure to intense natural or artifical sunlight. Lupus ervihematosus
or hypus-like syndromes have been reported in patients receiving
griseofishin. Griseofulvin decreases the acivity of warfarin-type ani-
coagulants so that patients receiving these drugs concomitantly may

FUTAD

requﬁedoe:ageadius&nentufﬂzemﬁcoawlantdurhgandaﬂergl‘im-
ofufvin therapy. Barbifurates usually depress griseofilvin activity and
concomftant admiistration may require a dosage adjustment of the
mrﬁhnagalagmtﬂmefavebemrepor{sinmemm:eofmﬂe
interactions between griseofulvin and oral contraceptives. The effect of
alwholmaybepo&vﬁatedbygﬁseofmﬁn,pmdudngwch&ffec!sas
fachycardia and flush.
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commonty of the hypersensitivity type such as skin rashes, uiticaria,
erylhema mutiforme-fike drug reactions, and farely, angioneurotic
edana,andmaynecﬁlatemﬂmdrawalofﬂmmwandammiate
commrmeasmAParesmmofmehmdsamfeetMVebwn
reportedmrefyaﬁetextendedﬂmpy.ﬂmersideeﬁecisrepmed
occasional Hyareumm.nausea,miﬁng.emgm ic distress,
dearrhea, headache, fatigue, dirziness, insomnia, mental confusion,
and impaicment of performance of routine activities. Proteinuria and
Ia«opmiahavebeenrepoﬂedrwely.ﬂdnﬂnis&aﬁmnfmedmg
should be discontinued if granulocytopenia occurs. When rare, serious
reacﬁurlsocuwwimgriseufuwm,ﬂ-neyareumlyassociateﬁmmhigh
dosages, long periods of therapy, or both.

DOSAGE AND ADMINISTRATION: Accurate diagnosis of the infecting
mganismisewecﬁal.henﬁﬁcaﬁmstmldbemadeeiherbydirect
Microscopic examination of 2 mounting of infected tissue in a solution
of potassium fydroxide or by cufture on an appropriate meditm.
Medication must be continued untit the infecting organism i com-
pictely eradicated as indicated by appropriate clinical or baboeatory
examination. Represent:itive freatmest periods are tinea capitis, 4 1h 6
weel@;tineacwporis.zm4waeks;ﬁneapsdis.4!n8weeks;mea
unguium — depending on rate of growth — fingenaits, at least 4
morths; toenails, at least 6 months.

General measures in regard to hyoiene should be observed o control
sgurces of infection or reinfection. Concomitant use of appropriate
topical agents is uswally required, particularly in treatment of tinea
pedis. In some forms of athlete’s foot, yeast and bacteria may be
invoived as well as fungi. Griseofulvin will not eradicate the baclerial
or monilial infection.

Aduits: Daily administration of 375 mg (as a single dose or in divided
doses) will give a safisfactory response in most patients with tinea
comporis, tinea cruris, and finea capitis. For these fungal infections
more difficult to eradicate, such as finea pedis and tinea unguium, 3
dividet dose of 750 mq is recommended.

Pediabic Use: Approximately 3.3 mg permundoibodyweightpq
dayofulhamicrusizegriseuhﬂvinismeﬁecﬁvedoseﬁxmgpedu—
atric patients. On this basis, the following dosage schedule & sug-
gested: Children weighing 35-60 pounds — 125 mg to 187.5 mg daily.
Pediatric patients weighing over 60 pounds — 187.5 mg to 375 mg
daily. Children and infants 2 years of age and younger — dosage has
not been established.

Clinical experience with griseofudvin in chddren with tinea capitis i!'lo“l_—
cates that a single daily dase is effactive. Clinical relapsg w'rll_occunf
the medication is not continued wntil the infecting organism is eradi-
cated.

HOW SUPPLIED: Gris-PEG® (griseofulvin ulh'amicmsi_ze) Tahlets,
125 mg, white, scored, elliptical-shaped, embussed “Cz‘nsPEG'_" on
one side and “125” on the other. Gris-PEG® (griseofubvin ultramicro-
size) Tablets, 250 myg, white, scored, capsule-shaped, embossed
“Gris-PEG*" on one side and “250” on the other. The 125 mg strength
is awvailable in botfles of 100 (NOC 9023-0763-04). The 250 mg
strength is available in botties of 100 (NDC 0023-0773-04) and 500
{NDGC 0023-0773-50). Both strengths are flm-coated.

CAUTION: Federal {:5.A) faw prohibits dispensing without prescrip-
tion.

STORAGE: Stive Gris-PEG® tablets at controlied room temperature
15°-30°C (59°-86°F) in tight, fight-resistant containers.

Manuiachured jor

ALLERGAN Hesbert
Sidn Care Division Of Aergan, lnc.
Srvane, Cafifoeria 22612, Y54

v SANDOL

Printed i USA, 2343-42

70982 108






