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® MYCOLOG® 
Nystatin—Neomycin Sulfate—Gramicidin— 
Triamcinolone Acetonide 
CREAM/ OINTMENT 
DESCRIPTION: Mycolog Cream(Nystatin—Neomycin 
Sulfate — Gramicidin — Triamcinolone Acetonide = a Cream) provides 100.000 units nystatin, neomycin statin= comycin ui ate facil) sulfate equivalent to 25 mg. neomycin base, 0.25 mg 
gramicidin, and] mg triamcinolone acetonide (O1%) =o - = = Per gram in an aqueous perfumed vanishing cream ramici in= riamcinoe one base. Mycolog Ointment(Nystatin—Neomycin Sulfate 
—Gramicidin—Triamcinolone Acetonide Ointment) a 
provides 100,000 units nystatin, neomycin sulfate cetoni (“4 equivalent to 25 mg neomycin base, O25 mg 
gramicidin, and 1 mg triamcinolone acetonide (0.1%) 
per gram in Plastibase® (Plasticized Hydrocarbon 
Gel), a polyethylene and mineral oil gel base. 

= 
f r ¢ m lic ated INDICATIONS: Based on a review of these 
3 oO p preparations by the National Academy of = eae Sciences—National Research Council and/or kin conditions other information, FDA has classified the indi- $ 

cations as follows: Possibly effective: In cutaneous 
candidiasis; superficial bacterial infections, the 
following conditions when complicated by can- 
didal and/or bacterial infection: atopic, eczema: 
toid, stasis, nummular, contact, or seborrheic —Promptly relieves itching 2 dermatitis, neurodermatitis and dermatitis . , : a venenata; infantile eczema; and lichen simplex —Rapidly soothes the inflammation chronicus. The cream is also possibly effective in : i i * pruritus ani and pruritus vulvae. —Combats candidal infection Final classification of the less-than-etfective indi- : : cations requires further investigation. —Controls susceptible bacterial 

4 * CONTRAINDICATIONS: Viral diseases of the skin invader: Ss (such as vaccinia and varicella); fungal lesions of the 
skin except candidiasis; history of hypersensitivity to : : any product component, Not intended for ophthalmic Uncomplicate the complicated ee should not Be applied in the Seer auditory : * 
canal of patients with perforated eardrums; should not with Mycolog be used when circulation is markedly impaired. 

ey 
WARNINGS: Because of the potential hazard of 7 
nephrotoxicity and ototoxicity, prolonged use oruse of This drug has been large amounts of these products should be avoided in evaluated as possibly the treatment of skin infections following extensive ‘ 
bums, trophic ulceration, and other conditions where effective for all absorption of neomycin is possible. 

: : . Usage in Pregnancy: Although topical steroids have indications. not been reported to have an adverse effect on the : 
fetus, the safety of topical steroids during pregnancy See brief summary has not been absolutely established: therefore, do not 1 
use extensively on pregnant patients, in large on this page. amounts, or for prolonged periods. 

PRECAUTIONS: Watch constantly for overgrowth of 
nonsusceptible organisms (including fungi other than 
candida). Should superinfection due to nonsus- 
ceptible organisms occur, administer suitable con- 

a Ny, comitant antimicrobial therapy, if favorable response ul) 3 is not prompt, discontinue the preparation until 
wa adequate control by other anti-infectives is effected. If 

rf “e extensive areas are treated or if the occlusive tech- 
Beng nique is used, the possibility exists of increased ig @ systemic absorption of the corticosteroid; suitable 
ig precautions should be taken. If irritation develops, 

xe discontinue the product and institute appropriate 
% therapy. 

ADVERSE REACTIONS: Sensitivity reactions to topical 
fe use of gramicidin are rare. Hypersensitivity to nystatin 

is extremely uncommon. Hypersensitivity to Z neomycin has been reported and articles in the cur- 5 tent medical literature indicate an increase in its > prevalence, 
The following local adverse reactions have been 

reported with topical corticosteroids either with or 
without occlusive dressings: burning sensations, 
itching, imitation, dryness, folliculitis, secondary infec- 
tion, skin atrophy, striae, miliaria, hypertrichosis, 
acneform eruptions, maceration of the skin, and hypo- 
pigmentation. Contact sensitivity to a particular dress- 

ff ing material or adhesive may occur occasionally. 
oA Ototoxicity and nephrotoxicity have been reported. 

For full prescribing information, consult package 
inserts. 

HOW SUPPLIED: Both preparations are available in 15, 
ts 30, and 60 g tubes. They are also available in jars of 

. 120 g (4 oz) for hospital or institutional use only. f a © 
“The Priceless Ingredient of every product ©1981 E.R. Squibb & Sons, Inc. 311-501 Issued: March 1981 SQUIBB is the honor and integrity of its maker."™
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