Pediatric Use

Safety and effeciiveness have been established in the pediatric population from birth 1o 16
years. (See DOSAGE AND ADMINISTRATION.)

Geriatric Use

Clinical studies with nystatin topical powder did not indude sufficient numbers of subjects
aged 65 years and older to determine whether they respond differently than younger subjeds.
Other reported dinical experience hos not identified differences in responses between elderly
and younger patients, but greater sensitivity of some older individuals cannot be ruled out.
ADVERSE REACTIONS

The frequency of adverse events reported in patients using nystatin topical powder is less than
0.1 %. The more common events that were reported include allergic reactions, burning,
itching, rash, eczema, and pain on application. (See PRECAUTIONS, General.)
DOSAGE AND ADMINISTRATION

Very moist lesions are best treated with the topical dusfing powder.

Aduls and Pediatric Patients (Neonates and Older)

Apply to candidal lesions two or three fimes daily until healing is complete. For fungal
infection of the feet caused by Candida species, the powder should be dusted on the feet, as
well as, in all foot wear.

HOW SUPPLIED

Nystatin fopical powder, USP is supplied as 100, 000 units nystatin per gram in
plastic squeeze bottles:

15 g (NDC 43386-53001)

30 g (NDC 43386-53002)

56.7 g (NDC 43386.530.05)

60 g (NDC 43386-530-06)

STORAGE

Store at 20°C to 25°C (68°F o 77°F) [See USP Controlled Room Temperature]; avoid
excessive heat (40°C/104°F).

Keep tightly closed.

Manufactured by:

Novel Laboratories, Inc.

Somerset, NJ 08873 USA

Distributed by:

GAVIS Pharmaceuticals, LLC

Somerset, NJ 08873 USA

Revised: 01/2015

Rx only
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NYSTATIN TOPICAL POWDER, USP

Rx Only

FOR TOPICAL USE ONLY.

NOT FOR OPHTHALMIC USE.

DESCRIPTION

Nystatin is a polyene antifungal antibiofic obtained from Streptomyces noursei. The molecular
formula for Nystatin is C47H7 sNOy7. The molecular weight of Nystatin is 926.1.

Structural formula: I

0 OH OH OH OH 0 OH

Nystatin topical powder is for dermatologic use.

Nystatin topical powder contains 100,000 USP nystatin units per gram dispersed in talc.
CLINICAL PHARMACOLOGY

Pharmacokinetics

Nystatin is not absorbed from intact skin or mucous membrane.

Microbiology

Nystatin is an antibiofic which is both fungistatic and fungicidal in vitro against a wide variety
of yeasts and yeastlike fungi, induding Candida albicans, C. parapsilosis, C. tropicalis, C.
guilliermond;, C. pseudotropicalis, C. krusei, Torulopsis glabrata, Tricophyton rubrum, T.
mentagrophytes.

Nystatin acts by binding to sterols in the cell membrane of susceptible species resulfing in @
change in membrane permeability and the subsequent leakage of infracellular components.
On repeated subculturing with increasing levels of nystatin, Candida albicans does not develop
resistance to nystatin. Generally, resistance to nystatin does not develop during therapy.
However, other species of Candidu (C. ropicalis, C. guilliermondi, C. krusei, and C. stellatoides)
become quite resistant on treatment with nystatin and simultaneously become cross resistant
to amphotericin as well. This resistance is lost when the antibiofic is removed.

Nystatin exhibits no appreciable activity against bacteria, protozoa, or viruses.
INDICATIONS AND USAGE

Nystatin topical powder is indicated in the ireatment of awianeous or mucocutaneous mycofic
infections caused by Candida albicans and other suscepiible Candida species.

Nystatin topical powder is not indicated for systemic, oral, intravaginal or
ophthalmic use.

CONTRAINDICATIONS

Nystatin topical powder is confraindicated in patients with o history of hypersensitivity fo any

PRECAUTIONS

General

Nystatin topical powder should not be used for the treatment of systemic, oral,

intravaginal or ophthalmic infections.

If initation or sensitization develops, treatment should be disconfinued and appropriate

measures taken os indicated. It is recommended that KOH smears, cultures, or other diagnostic

methods be used o confirm the diagnosis of cutaneous or mucocutuneous candidiasis and fo
rule out infection caused by other pathogens.

INFORMATION FOR THE PATIENT

Patients using this medication should receive the following information and instructions:

1. The patient should be instructed to use this medication os directed (including the
replacement of missed doses). This medication is not for any disorder other than that for
which it is presaribed.

2. Even if symptomatic relief occurs within the first few days of freatment, the patient
should be advised not to inferrupt or discontinue therapy until the prescribed course of
treatment is completed.

3. If symptoms of irritation develop, the patient should be advised to nofify the physician
prompily.

Laboratory Tests

If there is a luck of therapeutic response, KOH smears, wltures, or other diognostic methods

should be repeated.

Carcinogenesis, Mutagenesis, Impairment of Fertility

No long-ferm animal studies have heen performed to evaluate the carcinogenic potential of

nystatin. No studies have been performed to determine the mutagenicity of nystatin or its

effects on male or female fertility.

Pregnancy

Teratogenic Effects

(ategory

Animal reproduction studies have not been conducted with any nystatin topical preparation. It

also is not known whether these preparations can cause fetal harm when used by a pregnant

woman or can affect reproductive capacity. Nystatin topical powder should be prescribed for o

?regnunt woman only if the potential benefit to the mother outweighs the potential risk fo the

efus.

Nursing Mothers

Itis not known whether nystatin is excrefed in human milk. Caufion should be exercised when

nystatin is prescribed for a nursing woman.




Pediatric Use

Safety ond effediveness have been established in the pediatric population from birth to 16
years. (See DOSAGE AND ADMINISTRATION. )

Geriatric Use

Clinical studies with nystatin topical powder did not include sufficient numbers of subjedis
uged 65 years and older to determine whether they respond differently than younger subjects.
Other reported dinical experience hos not identified differances in responses between elderly
and younger patients, but g reater sensitivity of some older individuals cannot be ruled out.
ADVERSE REACTIONS

The frequency of adverse events reported in patients using nystatin topical powder is less than
0.1 %. The more common events that were reported include allergic readions, burning,
ifching, rosh, eczema, and pain on application. (See PRECAUTIONS, General.)
DOSAGEAND ADMINISTRATION

Very moist lesions are best treated with the topical dusting powder.

Adults and Pediafric Patients (Neonates and Older)

Apply to condidal lesions two or three times daily until healing is complete. For fungal
infection of the feet caused by Condida species, the powder should be dusted on the feet, os
well s, in all foot wear.

HOW SUPPLIED

Nystatin topical powder, USP is supplied as 100, 000 units nystufin per gram in
plustic squeeze hottles:

15 g (NDC 43386:530.01)

30 g (NDC 43386:530.02)

56.7 g (NDC 4338653005

60 g (NDC 43386:530.06)

STORAGE

Store at 20°C to 25°C (68°F 10 77°F) [ See USP Controlled Room Temperature]; avoid
excessive heat (40°C/104°F).

Keep fightly dosed.

Manufactured by:

Novel Loboratories, Inc.

Somerset, NJ 08873 USA

Distributed by:

GAVIS Pharmaceuticols, LLC

Somerset, NJ 08873 USA

Revised: 01/2015

Rx only
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NYSTATIN TOPICAL POWDER, USP

Rx Only

FOR TOPICAL USE ONLY.

NOT FOR OPHTHALMIC USE.

DESCRIPTION

Nystatinis o polyene antifungal anfibietic obtained from Streptomyces noursei. The molewwlor
formula for Nystatin is CyzH7 5N Oy7. The molecular weight of Nystafin is 926.1.

Structural formula: 0y

Nystoin fopical powder is for dermatologic use.

Nystoin fopical powder contains 100,000 LISP nysiatin units per grom dispersed in falc
CLINICAL PHARMACOLOGY

Phammacokinetics

Nystaiinis not absorbed from infact skin or mucous membrane.

Microbiology

Nystain is an antibiofi cwhich is both fungistatic and fungiddal inviro against o wide variety
of yeasts and yeast-like fungi, including Condido albicans, C. parapsilasis, C. tropicalis, C
guilliermond;, C. psevdoiropicafis, C. krusej, Torulopsis glabrata, Tricophyton rubrum, T.
mentagrophyfes.

Nystatin acts by binding to sterols in the cell membrane of susceptible spedies resulting in o
change in membrane permeability and the subsequent leakage of intracellular components.
On repeated subcwlturing with inareasing levels of nystafin, Candida albicans does not develop
resistance fo nystatin. Generally, resistance fo nystatin does not develop during therapy.
However, other species of Candida (C. tropicalis, C. guilliermondi, C. krusej, and C. stellotoides)
become quite resistant on treatment with nystatin and simultoneously become cross resistant
to amphotericn os well. This resistance s lost when the aniibiofic is removed.

Nystatin exhibits no ap preciable activity against bacteria, prolozoa, or viruses.
INDICATIONS AND USAGE

Nystatin fo pical powder is indicated in the freatment of cutaneous or mucocuianeous mycofic
infections caused by Candida albicans and other susceplible Condida species.

Nystatin topical powder is not indicated for systemic, oral, intravaginal or
ophthalmicuse.

CONTRAINDICATIONS

Nystodin fopical powder is conirindicated in pofients with ahistory of hypersensiivily o any

ofistomponents.— — — —— — — - - = - = - = - = == — = —— — i

PRECAUTIONS

General

Nystatin fopical powder should not be used for the treatment of systemic, oral,
intravaginal or ophthalmi infections.

[ irriteriion or sensifizriion develops, treaiment should be discontinued and appropriate
measures faken os indicated. It is recommended that KOH smears, cultures, or other diagnostic
methods be used to confirm the diagnosis of cutaneous or mucocutan eous candidiasis and to
rule out infection coused by other pathogens.

INFORMATION FOR THE PATIENT

Patients using this medication should receive the following information and instruciions:

1.The patient should be instructed to use this medication os direded (induding the
replacement of missed doses). This medication is not for any disorder other than that for
which it is presaibed.

2. Even if symptomaiic relief occurs within the first few days of treatment, the pafient
should be odvised not to interrupt or discontinue therapy until the presaibed course of
freatment is completed.

3. I symptoms of irritation develop, the patient should be advised to notify the physician
prompily.

Laboratory Tests

I there is o lack of therapeutic response, KOH smears, cuttures, or other diagnostic methods

should be repeated.

Carcinogenesis, Mutagenesis, Impairment of Fertility

No long-term animal studies have been performed 1o evalucle the corcinogenic potential of

:m:n';n. No studies have been performed to determine the mulagenicity of nystatin or its

onmale or female fertility.

Pregnancy

Teratogenic Effects

Category C

Animal reproduction sudies have not been conducted with any nystaiin fopical preparafion. I

also is not known whether these preparaiions con cause fetal harm when used by o pregnant

woman or can offect reprodu dive capacity. Nystatin topical powder should be preseribed for o

pregnant woman only if the potential benefit to the mother outweighs the potential risk to the
us.

Nursing Mothers

It isnni?(nwn whether nystatin is excreted in human milk. Caution should be exercised when

nystatin is prescribed for a nursing woman.




Gerinlric Use

Clirionl shudies with nysiotin fopicol powder did not indude suffident numbers of subj d 65 years ond older fo delermine
whetherthey respond differe nily than mqeml;ds. Diher reperted cliniml wﬂ:e mot ickeniified differences in
responses between elderly and younger patients, but greater sensidvily of some older indviduals cannot be ruled out,
ADVERSE REA CTIONS

The frequency of adverse events reporfed in potients using nystalin fopical powder is less than 0.1 %. The more common events
thatwere reported induds allergic reactions, bumning ikhing, rash, ecema, and pain on application. (See PRECALITIONS,
General.)

DOSAGEAND ADMIN ISTRATION

Very moist lesions are best treated with the topical dusting powder.

Adults and Pediatric Patients {Neonates and Older)

Apply to condidal lesieons two or three times daily unil healing is complete. For fngal infection of e feet coused by Condido
spedes, the powder should be dusted on the feet as well s, in of | foot wear.

HOW SUPPLIED

Nystatin topical powder, USPis supplied as 100, 000 units nystatin per grom in plostic squeeze bottles:

15¢ (NDC 43386-530-01

30 g (NDC 43386-530-0

56.7 g (NDC 43386-530-05)

g 43386-53006)

STORAGE

Store at 20°C ta 25°C (68°F to 77 °F) [See USP Controlled Room Temperature]; avoid excessive heat (40°(/104°F).

Keep tightly closed.
Manufochored by:

Nove | Laboralories, Inc.
Somerset, MJ 08873 USA

Distributed by:

GAVIS Pharmoceufieals, LLC
Semerszt, NJ 08673 USA
Issued: 01,2015

Rxonly
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NYSTATIN TOPICAL POWDER, USP

Rx Orly
FOR TOPICAL USE ONLY.

HOT FOR OPHTHALMIC USE.

DESCRIPTION bt obiind e

Nystatin i anfifungal anfibiotic fram Sir molecwlor formula for
Lﬂﬂ;slag.%ﬁ‘:hlhr“ir of Ny shatin is 9161' Py st Vst

Structural formula:
o4
mw”

OH OH

Nystalin fopical powder nhdumhbq: use.
Nystctin topical powder cantains 100,000 USP nystaiin unils per gram dispersed in folc
CLINICAL PHARMACOLOGY
Pharmaco kinelics
Mystatin is not absorbed from intact skin or mucous membrane.
'“mhulwmi: hich is both ond [] against o wide ond
Nystatin is on anfibiafic which is stfic didal invifro o wide voriety of yeosts ond yeostlike
including Candido o bicang C pmrpslil‘::?, L rnp.i'd'h? mﬂlrammt C. pewdoropialis C kruse] Tord apsks g'nhd“?
Tricophyton rubrum, T. mentagrophyfes.
Nystatin ods by to steroks in the cell membrane of susceptible spedes res no n membrane permeability
ond the subsequent lea lfilil'ﬂilhlll components. On repeated Ip:tilll mmllnlu::i‘;hak of mmp:, Condida
albicans does not develop resistanee to nystafin. Generally, resistance fo nystatin does not develop during therapy. However,
wther species of Condida {C tropicalis, C. guillirmond, C_krusef, nd C. stellofoides) become g |I& resistant on freatment with
my stain and simul tmeously become ross resistant to amphoteridn aswell. This resistance is Ila"lhl te antibiofc is removed.
Wystatin exhibits no opprecioble adivity against bockeria, protazoa, or viruses.
INDICATIONS AND USAGE
Ir:ll‘i topical powder is indicated in e tresiment of culineous or mucotanesus my wic infedions mused by Candido

and ofher suscepfible Candida species.
Nystatin topical powder is not indicated for systemic, oral, introvaginal or ophtholmic sse.

CONTRAINDICATIONS

Nystatin topical powder is confraindicated in potients with o histary of hypersansifivity to any of its mmpanents.
PRECAUTIONS

General

Mystatin fo pical powder showld not be wsed for the treatment of sysiemic, oral, intravagisal orop kiba bic infection s,
Ilmihthl or slittliu hdqu, Ilutni should be discontinued and appropriate messures inken os indicated. 1t is

other dingnostic methods be used to wnfirm e diognosis of artoneous or
mmlimm mlthl nﬁh rule oui ifadul cawsed by other pathogens.

INFORMATION FOR THE PATIENT
Patients using this medication should receive the following information and instructions:
1. Tia ief should be instructed 1o use this medication os direded (induding the replo@ment of missed deses). This
an is not for ony disorder other thon that for which it s prescribed.
2 ['rm if sympiomatic relief ocours within the first few doys of treatment, the patient should be advised not to inferrupt or
discontinue therapy unil he prescribed courss of freatment is completed.
3. If symptoms of irritation develap, the patient should be advised to notify fhe physicion promptly.
Laboratory Tests
If there is a lad of therapeuiic respense, KOH smears, aultures or other diagnostic methods should be repested
Corcinogenesis, Mutogenesis, Impairment of Ferfiliy
No long-ferm animals s hove been performed to evolucte the wreinogenic poleniial of nysiotin. No siudies hove besn
performed fo determing the mutegenicty of nystolin erifs effects on mole or female fertility.
Pregaancy
Teratogenic Efiects
Cafegary C
Animal reproduction shudies mmﬂugd-hilm‘ with my nystatin topical m;r;m Italsa is not known !Ialiu::lau
preporations con couse fefal (] woman or con affect n ty. Mystalin
:iull be resibed for a pregantwoman enly i‘pimlillhuﬁ o the mother -nqmpﬁuhl ﬁi‘q:r‘:a fetus.
Nursing Mothers
Itis not known whe ther nystatin is excreted in homan milk. Coution should be exercised when nysiatin is prescribed fora nursing
woman.
Pediniric Use
Sty and effeciveness have been established in the pediairic populaion from birth #o 16 years. (See DOSAGEAND
ADMINISTRATION. )
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