EXACT-RX SODIUM SULFACETAMIDE AND SULFER 10%/5% CLEANSER- sodium
sulfacetamide, sulfur lotion
Exact-RXx, Inc.

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

Exact-Rx SODIUM SULFACETAMIDE and SULFUR 10%/5% Cleanser
INDICATIONS: Sodium Sulfacetemide 10% and Sulfer 5% Cleanser

is indicated for he topical control of acne vulgaris, ache rosacea and
seborrheic dermatitis.

DIRECTIONS FOR USE: Wash affected area once or twice daily, or

as directed by your physician. Avoid contat with eyes or mucous
membranes. Wet skin and liberally apply to areas to be cleansed,

massage gently into skin for 10-20 seconds working into a full lather, rinse
thoroughly and pat dry. if drying occurs, it may be controlled by rinsing

cleanser off sooner or using less often. See package insert for complete product
information.

FOR EXTERNAL USE ONLY. NOT FOR INTRAVAGINAL OR

OPHTHALMIC USE. (KEEP AWAY FROM EYES).

KEEP THIS AND ALL MEDICATION OUT OF REACH OF CHILDREN.

In case of accidental ingestion contact a poison

control center immmediately. Keep container tightly closed.

CONTRAINDICATIONS: Sodium Sulfacetamide 10% & Sulfer 5% Cleanser is
contraindicated in persons with know or suspected hypersensitivity to sulfonamides,

sulfer or any other component of this preparation. Sodium Sulfacetamide 10% & Sulfer
%5%

Cleanser is not to be used by patients with kidney disease.

CAUTION: If redness or irritaiton occurs, discontinue use.

Each gram of sodlum sulfacetamide 10% and sulfur 5% cleanser contalns 100 rnﬂs
sodium sulfacetemide and 50 mg of sulfur in & cleansar containing Alos Vera
Extract, Butylated uene; Alcohol, Citric Acid, midopropy!
Betaine, Disodium EDTA, Glyeerin, Glyceryl Stearate SE, PEG-100 Stearate,
Phenoxyathanol, Purified Water, Sadium Laureth Sulfate, Sadium Thiosulfate, Stearyl
akcohol, Triacetin, Xanthen Gum.

Store at 20 to 25C (68 to 77F). See USP Controlled Room Temperature. Protect from
freezing.



See bottle for lot number and expiration date
Manufactured in the U.S.A. for
Exact-Rx, Inc., Melville, NY 11747

‘ Sodium Sulfacetamide 10% &
| Sulfur 5% Cleanser

Rcony

sulfur or ary other component of this preparation. Sodium Sulfacetamide 10% &
Sulfur 5% Cleanser is not to be uszed by patients with kidney dissase.

WARNINGS: Although it is rere, sensitivity to sodium sulfecetamide may occur,
Therefore, caution and careful supervision should be observed when prescribing

contalner tightly closed
PRECAUTIONS: General: If irritation develops, use of the product should be

ﬁ:s.scmmom Sodium sulfacetamide is a sulionamide with antbacterial activity  this druafor patients who may be prone to hyperserssitivity to topical sulf '
while sulfur acts as a keratolytic agent. Chemically sodlum sulfacetamids ls foxic reactions such os sgrem o aie gram
N-{(4-sminophemyl)sufony(]-acatamids, monosodium salt, monohydrats, The ~ PurPurd hemontagics, drug fever jaundice, and comtact demmatitis inclicate
gtructural formula bs; b itivity to sulfonamides. Particular caution should be emplayed if areas of
| denuded or abraded skin are Irvolved.

} h:a FOR EXTERNAL USE ONLY. Keap away from ayes.

| KEEP OUT OF REACH OF CHILDREN.

| NHz Soz NCOGH3 o Hzo In case of accidental Ingestion contact a polson control center Imimediately. Keep
|

|

|

Each gram of sodium sulfacetamide 10% and sulfur 5% cleanser contains 100 mg
'of sodium sulfacatamide and 50 mg of sulfur in @ cleanser containing ammonium
Vera leaf Extract, Butylsted Hydroxytolusne, Cetyl Alcohol Citric Acid,
midopropyl Bataine, Disodium EDTA, Glycerin, Glyceryl Stearets SE; PEG-100
rate, Phencxysthanol, Purified Water, Sodium Laursth Sulfate, Sodium

I iosulfate, Stearyl alcohol, Triacetin, Xanthan Gum

#I.INICALPHMMACOLOGV:TM most widely accepted mechenism of ection of
lfonamides is the Woods-Fiekds theary which is based on the fect that
pulfonamides act 35 competitive antapanists o pars-sminoberzoin acid (PABA),
an jal com for k il growth. While absarption thraugh intact skin
has not been d Ined, sodium sulfacetamlide ls readily shsorbed from the
gastrointastinal tract when taken orally and excreted In the urna, largaly
unchanged The blologleal half-Iife has varlously been reported as 7 ta 12.8 hours.
The exact mode of action of sulfur In the traatment of acne ks unkncwn but it haa
reported that it Inhibits the growth of Proplonibacterium acnes and the
formation of free fatty sclds.

FNDIMI‘IONS: Sodium Sulfecetamide 10% & Sulfur 5% Cleanser is indicated in
pm topical control of acne vulgaris, acne rossces end seborrheic dermatitis.

TRAINDICATIONS: Scdium Sulfecetamide 10% & Sulfur 5% Cleanser is
coriraindicated for use by patiernts having known hypersensitivity to sulfonamides,

discortinued and approprigte therapy instituted. Patierrts should be carefully
observed for possible local imitation or sensitzation during long-term therapy. The
object of this therapy is to achieve desquamation without irritation, but sodium
sulfacetamide and sutfur can cause reddening and scaling of the epidermis. These
side effects ure not unusuel in the treatment of ecne vulgeris, but patients should
be cautioned about the possibdity.

Information for Patlents: Avold contact with eyss, oyalids, Bps and mucous
membranse. If aceldental contact aceurs, finsa with water. If excessive Imitation
develops, discontinue usa and consult your physlelan.

Carcinogensals, Mutagensals and Impalkrmaent of Fertllity: Long-term studles In
animala have not been parformad to evaluate carcinogenic potential.

Pregnancy: Category C. Animel reproduction studies have not been conducted
with Sodium Sulfacetamide 10% & Sulfur 5% Cleanser. It is also not known
whether Sodium Sulfecetamide 10% & Sulfur 5% Cleanser can cause fetal harm
when edministered to a pregnant woman or can affect reproduction capacity.
Sodium Sulfacetemnide 1096 & Sulfur 536 Cleanser shoukd be given to a pregnant
woman anly if clearly needed.
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Nursing Mothers: It is not known whether sodium
‘use of Sodium Sulfacetamide 10% & Sulfur 5% Cleaner,
However, 2

have milk. In view of this and because many drugs are
escraio inPuman ik, Gaution should be @rasd when
‘Sodium Suttacetamide 10% & Sulfur 5% Cleanseris
‘administered to a nursing woman.
age of 12 have not been established.

ADVERSE REACTIONS: Atthough rre sodum
sulfacstamide may cause local Iftation.

¥

DOSAGE AND ADMINISTRATION: Wash affacted areat
one or tice dalyor s drected by your physicen.Avoid
‘contact with eyes or mucous membranes. Wt skin and

skin for 10-20 seconds working into a fulllather,rinse

byrinsing cleanser off sooner or using less often.

HOW SUPPLIED: Sodium Suffacetamide 10% & Suffur 5%

Cleanseris available in a 6 oz (170 g) bottle, NDC

42808-113-06 and a 12 0z (340 g) bottle, NDC 42808-113-12.
I

Temperature,
Protect from freezing.
Manufactured in the US.A, for
Evact-R, Inc, Melvile, NY 1747
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EXACT-RX SODIUM SULFACETAMIDE AND SULFER 10%/5%

CLEANSER

sodium sulfacetamide, sulfur lotion

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

SULFACETAMIDE SODIUM (UNII: 4NRT660K]Q) (SULFACETAMIDE -
UNII:4965G3J0F5)

Item Code (Source)

NDC:42808-113

Basis of Strength Strength

SULFACETAMIDE

SODIUM

100 mg
inlg




SULFUR (UNII: 70FD1KFU70) (SULFUR - UNII:70FD1KFU70)

Inactive Ingredients

Ingredient Name
ALOE VERA LEAF (UNII: ZY81Z 83H0X)
BUTYLATED HYDROXYTOLUENE (UNIl: 1P9D0Z 171K)
CETYL ALCOHOL (UNII: 936JST6JCN)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
EDETATE DISODIUM ANHYDROUS (UNIl: 8NLQ36F6MM)
GLYCERIN (UNII: PDC6A3CO00X)
GLYCERYL STEARATE SE (UNIIl: FCZ5MH785I)
CITRIC ACID MONOHYDRATE (UNII: 2968PHW8QP)
SODIUM LAURETH SULFATE (UNII: BPV390UAPO)
PEG-100 STEARATE (UNIl: YDO1N1999R)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
XANTHAN GUM (UNII: TTV12P4NEE)
WATER (UNIl: 059QFOKOOR)
SODIUM THIOSULFATE (UNII: HX1032V43M)
STEARYL ALCOHOL (UNII: 2KR89I4H1Y)
TRIACETIN (UNIl: XHX3C3X673)

Packaging
# Item Code Package Description

NDC:42808-113- 170 g in 1 BOTTLE; Type 0: Not a Combination
06 Product

NDC:42808-113- 340 g in 1 BOTTLE; Type 0: Not a Combination
12 Product

1

2

Marketing Information

Marketing Application Number or Monograph
Category Citation

unapproved drug

other

Labeler - Exact-Rx, Inc. (137953498)

Revised: 10/2023

SULFUR

Marketing Start
Date

08/01/2011

08/01/2011

Marketing Start
Date

08/01/2011

50mg inlg

Strength

Marketing End
Date

Marketing End
Date

Exact-Rx, Inc.



	Exact-Rx SODIUM SULFACETAMIDE and SULFUR 10%/5% Cleanser

