NYSTOP- nystatin powder
Padagis US LLC

Nystop®

Nystatin Topical Powder, USP
Rx Only

For topical use only.

Not for ophthalmic use.

DESCRIPTION

Nystatin is a polyene antifungal antibiotic obtained from Streptomyces nursei. The
molecular formula for Nystatin is C47H75NO17. The molecular weight of Nystatin is 926.1.
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Nystatin Topical Powder USP is for dermatologic use.

Nystatin Topical Powder USP 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 antibiotic which is both fungistatic and fungicidal in vitro against a wide
variety of yeasts and yeast-like fungi, including Candida albicans, C. parapsilosis, C.
tropicalis, C. guiliermondi, C. pseudotropicalis, C. krusei, Torulopsis glabrata, Tricophyton
rubrum, T. mentagrophytes.

Nystatin acts by binding to sterols in the cell membrane of susceptible species resulting
in a change in membrane permeability and the subsequent leakage of intracellular
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 Candida (C, tropicalis, C. guillier



mondi, 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 antibiotic is removed. Nystatin exhibits no appreciable activity against
bacteria, protozoa, or viruses.

INDICATIONS AND USAGE

Nystatin Topical Powder is indicated in the treatment of cutaneous or mucocutaneous
mycotic infections caused by Candida albicans and other susceptible Candida species.

This preparation is not indicated for systemic, oral, intravaginal or ophthalmic
use.

CONTRAINDICATIONS

Nystatin Topical Powder is contraindicated in patients with a history of hypersensitivity to
any of its components.

PRECAUTIONS

General

Nystatin Topical Powder should not be used for the treatment of systemic,
oral, intravaginal or ophthalmic infections.

If irritation or sensitization develops, treatment should be discontinued and appropriate
measures taken as indicated. It is recommended that KOH smears, cultures, or other
diagnostic methods be used to confirm the diagnosis of cutaneous or mucocutaneous
candidiasis and to 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 as directed (including the
replacement of missed doses). This medication is not for any disorder other than
that for which it is prescribed.

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

3. If symptoms of irritation develop, the patient should be advised to notify the
physician promptly.

Laboratory Tests

If there is a lack of therapeutic response, KOH smears, cultures, or other diagnostic
methods should be repeated.

Carcinogenesis, Mutagenesis, Impairment of Fertility

No long-term animal studies have been 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

Category C. 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 preparations should be prescribed for a pregnant woman only if the potential
benefit to the mother outweighs the potential risk to the fetus.

Nursing Mothers

It is not known whether nystatin is excreted in human milk. Caution should be exercised
when nystatin is prescribed for a nursing woman.

Pediatric Use

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

ADVERSE REACTIONS

The frequency of adverse events reported in patients using nystatin topical preparations
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 dusting powder.

Adults and Pediatric Patients (Neonates and Older):

Apply to candidal lesions two or three times 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

Nystop® Nystatin Topical Powder USP is supplied as 100,000 units nystatin per gram in
15 g, 30 g and 60 g plastic squeeze bottles.

(NDC 0574-2008-15)
(NDC 0574-2008-30)
(NDC 0574-2008-02)

STORAGE



Store at controlled room temperature 15°-30°C (59°-86°F); avoid excessive heat (40°C;

104°F).

Manufactured By Perrigo
Minneapolis, MN 55427
2122653

(09-12)

PRINCIPAL DISPLAY PANEL- 60 grams label

Rx Only

NDC 0574-2008-02

NYSTOP®

Nystatin Topical Powder, USP

100,000 USP Units Per Gram

USUAL DOSAGE: Apply to affected area 2 or 3 times daily.

STORAGE: Store at controlled room temperature 15° - 30°C (59° - 86°); avoid excessive

heat (40°C; 104°F).
Net Weight
60 grams
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Nystatin Topical Powder, USP
100,000 USP Units Per Gram

USUAL DOSAGE: Apply to affected area
2 or 3 times daily.

STORAGE: Store at controlled room
temperature 15°- 30°C (59°- 86°F); avoid
excessive heat (40°C; 104°F).
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60 grams Perrigo®
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Each gram contains
100,000 USP nystatin
units dispersed in talc.

See insert - KEEP
TIGHTLY CLOSED.
FOR TOPICAL USE
ONLY. NOT FOR
OPHTHALMIC USE.

Manufactured By
Perrigo®
Minneapolis, MN 55427
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Nystop®
Mystatin Topical Powder, ISP
Rx Only
Fortopical use anly.,
Mot for ophthalmic w=e.

DESCRIPTION

Mystatin is a payene antifungal antibiotc cbtained
from Strepdomyces nirsel The molecular formula for
Mystatin is Cy;H; M0, - The molecular weight of Nystatin
Is 926.1.

Stuctural formuda;

o,

Mystatin Topical Powder USP & for dermato g ic use,
Mystatin Topical Powder USP comtaing 100,000 USP
mystatin units per gram dispersed in talc.

CLINICAL PHARMACOLOGY

Pharmacokinetics

Mystatin is not absorbed from intact skin oF mucous
membrang.

Microbiology

Mystatin is an antibiotic which is both fungistatic and
fungicidal & who against a wide variety of yeasts and
yeast-like fungi, induding Candic albicans, C.
iparapsiosis, C. tropicalis, C. gudfemmondy, C.
insewdofropicalis, C. krusel Torulopsisolabrata,
Tricophylonrubrum, T. mentagraphytes.

My=tatin acts by binding to gerals in the cell membrang
of susceptible gpecies resulting in a change in membrane
permeability and the suteequent leakage of intmcelubr
o mpanents.,

0n repeated subcuttudng with incressing Evelsof
nystatin, Candids albicans does notdevelop resistance
o nystatin, Generally, resistance 1o nystiatn does not
develop during therapy. However, other species of Candioa)
i, tropicalis, C. guilermond, C. krusel and €,
aellaloid ezl become quite resdant on treatment with
nystatin and simuttaneousy become oross resistant to
mphotencin as well. This msistance is et when the
ntibiotic & removed. Nystatin exhibits no apprecable
chvity against bacteda, poDaa, or virses,

INDI CATIONS AND USAGE

Mystatin Topical Fowder is indicated in the treat ment
of cutaneols or mucocutaneous mycotic infections
caused by Gandids albicans and other susceptible
Candick spedies,

CONTRAINDICATIONS

Mystatin Topical Powder i contraindicated in patients
ith a history of hypersensitivity o any of its
mponents.

e treatment of systemic, oral, intravaginal or
ophthamic infections.

If irritation or sensitization develops treatment should
be diecontinued and appmpriate measures taken as

indicated. b & rernmmenciac that KOH amaaes

boratory Tests
If there is a lack of therapeutic response, KOH smears,
cultures, or other diagnostic methods should be
repeated.
Carcinogenesis, Mutagenesis, Impairment of Fertifity]
Mo long-term animal studies have been pedfomed to
evaluate the carcinogenic patential of nystatin, No
atudies have besn performed o determine the

mutagenicity of nystatin or its effects on male or
fernale fertlity.

Pregnancy: Teratogenic Effects
Category C. Animal reprodue ion studies have not been
conducted with any mestatin topical preparation. [t also
is not known whether these preparat ons can cause
etal ham when used by a preqnant woman or can
affect reproductive capacity, Mystatin topical p reparations
should be prescribed for a pregnant worman only if the
potential beneft to the mather outweighs the potential
risk to the fets.

Mursing Mothers

It i= not known whether nyatatin iz excreted in human
milk. Caution should be exercied when nystatin is
preseribed for a rursing woman,

Pediatric Use

Safety and effectiveness fave bean established in
the pedatric popuation from birth to 16 years.

i5ee DOSAGE AND ADMINISTRATION).

ADVERSE REACTIONS

The frequency of adverse events repotted in patients
using nystatin topical preparations is lessthan 0.1%.
The mare common events that wene eported inclde
allergic ractions, burning, itching, rash, eczema, and
pain on application. (See PRECAUTIONS: General )
DOSAGE AND ADMIMISTRATION

Wery mokt lesione ame best treated with the topical
chisting powder,

{Adults and Pediatric Patients (Neonates and Older):
Apply o candidal esions two or thres times daily until
healing & complete. For fungal infection of the feet
caused by Candida species, the powder should be
dusted on the feet, as wel as, in all foot wesar.

HOW SUPPLIED

Mystop® Nystatin Topical Powder USP & supplied as
100,000 urits rystatin per gramin15g,30 gand B0 g
pastc squesre botles.

(NDC 0574-2008-15)
(NDC 0574-2008-30)
(NDC 0574-2008-02)
STORAGE

Store at controlled rodam emperature 15°-30°C
(59°-BB°F); avoid excessive heat (40°C; 104%F).

Marufactred By

Perrigo®

Minneapolis, MN 554 27




cultures, or other diagnestic methods be wsed to
corfirm the diagnosis of cutaneous or mue ceutaneous
cand dasis and o ule out infection causad by other

mathogerns.

INFORMAT ION FOR THE PAT IENT

Patierts usng this medcation shou d receive the e =T =
Fallowing information and Instructions: E - FE“: % E = % 2 =8 8
1. The patient should be instructe to e this 228/ ¢ =258 289
medication & directed (induding the replacemeant of '-? _;—- — E =zaE2" 1% % rEl
rrissed doses), THs medcation is not for any disarder 2510 = ﬁg"—'gﬁ ® =8
other than that for whichitis preseribed. i ﬁ EFEE o3 E
2. Bven ff symptomatic mlief oocurs within the first 85 ,E =

(few days of tieatment, the patient should be advised
ot to interiupt of discortrue therapy untl the
prescribed course of reatment is completed.

3. Faymptomes of iritation develop, the patient shoukd
be advised 1o notify the physician prompthy.

The following image is a placeholder representing the product identifier that is either
affixed or imprinted on the drug package label during the packaging operation.

S/N [insert product’s serial number]
Lot [insert product’s lot number]
Exp [insert product’s expiration date]

NYSTOP

nystatin powder

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0574-2008

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Nystatin (UNIl: BDF101C72E) (Nystatin - UNII:BDF101C72E) Nystatin 100000 [USP'U] inl1lg

Inactive Ingredients

Ingredient Name Strength
Talc (UNIl: 7SEV7J4R1U)

Packaging
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# Item Code Package Description Date Date
1 200615 Combination Product T 08/16/1996
2 200630 Combination Product T 08/16/199
3 200002 Combination Product - 08/16/1996

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA064118 08/16/1996

Labeler - radagis US LLC (967694121)

Revised: 12/2021 Padagis US LLC
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