SODIUM SULFACETAMIDE AND SULFUR- sulfacetamide sodium, sulfur liquid
Method Pharmaceuticals, LLC

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.

Sodium Sulfacetamide 10% - Sulfur 5% Cleanser
Rx Only

DESCRIPTION

Each gram of sodium sulfacetamide 10% and sulfur 5% cleanser contains
100 mg of sodium sulfacetamide and 50 mg of sulfur in a cleanser
containing Aloe Vera leaf Extract, Butylated Hydroxytoluene, Cetyl Alcohol,
Citric Acid, Cocamidopropyl Betaine, Disodium EDTA, Glycerin, Glyceryl
Stearate SE, PEG-100 Stearate, Phenoxyethanol, Purified Water, Sodium

laureth sulfate, Sodium Thiosulfate, Stearyl alcohol, Triacetin, Xanthan Gum.

Sodium sulfacetamide is a sulfonamide with antibacterial activity while sulfur acts as a
keratolytic agent. Sodium sulfacetamide is C gH gN NaO 35-H20 with molecular weight
of 254.24. Chemically, it is N-[(4-aminophenyl)sulfonyl]-acetamide, monosodium salt,
monohydrate.
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CLINICAL PHARMACOLOGY



The most widely accepted mechanism of action of sulfonamides is the Woods-Fildes
theory, which is based on the fact that sulfonamides act as competitive antagonists to
para-aminobenzoic acid (PABA), an essential component for bacterial growth. While
absorption through intact skin has not been determined, sodium sulfacetamide is readily
absorbed from the gastrointestinal tract when taken orally and excreted in the urine,
largely unchanged. The biological half-life has variously been reported as 7 to 12.8
hours.

The exact mode of action of sulfur in the treatment of acne is unknown, but it has been
reported that it inhibits the growth of Propionibacterium acnes and the formation of free
fatty acids.

INDICATIONS

SODIUM SULFACETAMIDE 10% - SULFUR 5% CLEANSER is indicated for use in the
topical control of acne vulgaris, ache rosacea and seborrheic dermatitis.

CONTRAINDICATIONS:

Sodium Sulfacetamide 10% & Sulfur 5% Cleanser is contraindicated in persons with
know or suspected hypersensitivity to

sulfonamides, sulfur or any other component of this preparation. Sodium
Sulfacetamide 10% & Sulfur 5% Cleanser is not to be used by patients with

kidney disease.

WARNINGS

Although rare, sensitivity to sodium sulfacetamide may occur. Therefore, caution and
careful supervision should be observed when prescribing this drug for patients who may
be prone to hypersensitivity to topical sulfonamides. Systemic toxic reactions such as
agranulocytosis, acute hemolytic anemia, purpura hemorrhagica, drug fever, jaundice
and contact dermatitis indicate hypersensitivity to sulfonamides. Particular caution
should be employed if areas of denuded or abraded skin are involved.

Sulfonamides are known to cause Stevens-Johnson syndrome in hypersensitive
individuals. Stevens-Johnson syndrome also has been reported following the use of
sodium sulfacetamide topically. Cases of drug induced systemic lupus erythematosus
from topical sulfacetamide also have been reported. In one of these cases, there was a
fatal outcome. KEEP OUT OF REACH OF CHILDREN.

NOTICE: Protect from freezing and excessive heat. The product may tend to
darken slightly on storage. Slight discoloration does not impair the efficacy
or safety of the product. Keep bottle tightly closed.

Occasionally, a slight discoloration of fabric may occur when an excessive
amount of the product is used and comes in contact with white fabrics.
This discoloration, however, presents no problem, as it is readily removed
by ordinary laundering without bleaches.

DOSAGE AND ADMINISTRATION



USE: Wash affected area once or twice daily, or as
directed by your physician. Avoid contact 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 label booklet for Full Prescribing Information.

FOR EXTERNAL USE ONLY. NOT FOR INTRAVAGINAL OR OPHTHALMIC

USE. (KEEP AWAY FROM EYES).
KEEP OUT OF REACH OF CHILDREN.

Package Label

Method

h Pharmaceuticals

NDC 58657-472-06

Sodium
Sulfacetamide
& Sulfur

(Sodium Sulfacetamide 10% & Sulfur 5%)

10% / 5%

Cleanser

For External Use Only

Rx Only
Net Wi. 6 0z (170 g)

INDICATIONS: Sodium Sultacetamide 10% and Sulfur 5%

Cleanser is indicated for the topical control of acne vulgarnis, acne

rosacea and seborrheic dermalitis

DIRECTIONS FOR USE: Wash affected area once or twice daily, or as
directed by your physician. Avoid contact with eyes or mucous |
Wet skin and liberally apply ip areas to be deansed, massage gently into
skin for 10-20 seconds working inio a full |ather, rinsa thoroughly and pat
dry. If drying occurs, it may be controlked by rinsing cleanser off sooner or
usang less often. See label bookdet for Full Prescribing Information.
FOR EXTERNAL USE DNLY. NOT FOR INTRAVAGINAL OR DPHTHALMIC
USE. (KEEP AWAY FROM EYES).

KEEP OUT OF REACH OF CHILDREN.

n case of au:cmqmj ingestion contact 3 poson control center imm adiately
Keep container tightly

CONTRAINDICATIONS: Sodium Sulfacetamide 10% & Sulfur 5% Cleanser
i5 confraindicated in persons with know or suspected hypersensitivity to
sufonamides, sullur or any other component of this preparation. Sodium
Sulfacetamide 10% & Sulfur 5% Cleanser is not o be used by patients with
kidney disease.

CAUTION: If redness or imitation occurs, discontinue use.

Each gram of sodium sulfacetamide 10% and sulfur 5% cleanser containg
100 mg of sodium sulfacetamide and 50 mg of suffur in 3 deanser
containing Aloe Viera leaf Extract, Butytated Hyoroytoluene, Catyl Alcohal,
Citric Acid, Cocamu‘]mfmpyl Bﬁalne D-sul:llul'r' EDTA, Glycesin, G?ﬁ
Stearaie SE, PEG-1 Punfied Wates, Sodium
laureth sulfate. Sodium !hmhalu Slaar'rlaim Triacetin, Xanthan Gum.
STORAGE: Store at 20°C to 25°C (B8°F fo T7°F), excursions permitied
between 15°C and 30°C (between 59°F and 86°F). Brief exposure to
temperatures up to 40°C (104%F) may be tolerated provided the mean
kinetic temperature does not exceed 25°C (77°F); however, such exposure
should be minimized,

NOTICE: Protect from freezing and excessive heat. The product may tend to
darken slightly on storage, Slight discoloration does not impair the efficacy
u{sam'_.'ufmepruduct Keep boftle tightly chosed.

Dccasionaily, discoloration of fabric may occur when an excessive
amount of umsusedand comes in contact with white fabrics.
This uiscnluah:rn hovegver, presents no problam, as it is readily removed
by ordinary laundering without bleaches.

This botthe is not filked to the top but does contain 6 fl oz of product as
identified on the front panel of the bottle.

Manutactured in the LLS.A for

Method Pharmaceuticals, LLC

Southlake, Texas TROS2

Sodium Sulfacetamide 10% & Sulfur 5% Cleansar
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NDC 58657-472-07

Sodium
Sulfacetamide
& Sulfur

(Sodium Sulfacetamide 10% & Sulfur 5%)

10% / 5%

Cleanser

For External Use Only

Rx Only
Net Wt. 6 0z (170.3 g)

INDICATIONS: Sodium Sutfacetamide 10% and Sulfur 5%

Cleanser is indicaled for the lopical control of acne vulgaris, acne

rosacea and seborrheic dermatitis.

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

directed by your physician. Avoid contact with eyes or muCus membranes.

Wt skin and liberally apply lo areas 1o be cleansed, massage gently into

skin for 10-20 seconds working into a full lather, rinsa thoroughly and pat

dry Ifwl:s‘mﬁ.rs nmwbcuﬂrﬂadhynmdamuﬂmw
Information.

using kess often. See label boolkdet for Full Prescribing

FOR EXTERNAL USE ONLY. NOT FOR INTRAVAGINAL OR OPHTHALMIC
USE. (KEEP AWAY FROM EYES).

KEEP OUT OF REACH OF CHILDREN.

In case of accidental ingestion contact a poison control cender immediately.
Keep container tightly closed
CONTRAINDICATIONS: Sodium Sulfacetamide 10% & Sulfur 5% Cleanser
Is contraindicated in persons with know or suspected hypersensithaty to
sulfonamides, sulfur or any other companent of This preparation. Sodium
Suifacetamide 10% & Sulfur 5% Cleanser is not o be used by patients with
kidney diseass.

CAUTION: If redness or iritation oceurs, discontinue use.

Each gram of sodium sulfacetamide 10% and sulfur 5% cleanser contains
100 mg of sodium sulfacetamide and 50 mg of sulfur in a cleanser
containing Aloe Vera leaf Extract, Butylated MWM.W&W.
Ciric Acid, Cocamidopropyl Bataine, Disodium EDOTA, Glycernn,
Stearate SE, PEG-100 Stearale, Phencoyethanol, Purified Water, m
laureth sulfate, Sodium Thiosulfate, Stearyl alcohol, Triacetin, Xanthan Gum.
STORAGE: Store at 20°C 1o 25°C (BB°F to 77°F), excursions permitied
between 15°C and 30°C (bebween 53°F and 86°F). Brief exposure fo
temperatures up 1o 40°C (104°F) may be tolerated provided the mean
kinetic temperature does nol exceed 25°C (T7°F), however, such exposure
should be minimized.

NOTICE: Protect from freezing and excessive heat. The product may tend fo
darken slightly on storage. Shght discoloration does not impair the efficacy
or safety of the product. Keep bottke tightly cosed.

Occasionally, a shght discoloration of fabeic may occur when an excessive
amount of the product is used and comes in contact with white fabrics.
Thiss descoloralion, however, presents no problem, as it is readily removed
by ordinary laundering without bleaches.

Thiss battle is not filled to the top but does contain 6 A oz of as
|ﬂuﬂliadmﬂmﬁmlpam§ﬁe G
Manufactured in the US.A. for

Modﬁwnn:wt-cals LLC

Southlake, Texas 6092

Sodium Sulfacetamide 10% & Sulfur 5% Cleanser
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NDC 58657-472-08

Sodium

Sulfacetamide
& Sulfur

(Sodium Sulfacetamide 10% & Sulfur 5%)

10% / 5%

Cleanser

For External Use Only

Rx Only
Net Wt. 8 0z (227 g)

INDICATIONS: Sodium Sulfacetamide 10% and Sulfur 5%

Cleanser is indicated for the topical control of acne wulgaris, acne

rosacea and seborrheic dermatitis.

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

directed by your wnhvoudountadmmmurmnwsmmbrm

wasidnandﬂ ly apply to areas to be cleansed, massag)

skin I‘rnér;q semdsn m‘&mﬁhmbfgl [ather, ﬂnzre mﬁfymﬂm{
0CCurs u eanser off sooner or

mmmmmwmmmmmmn
USE. (KEEP AWAY FROM EYES).
KEEP OUT OF REACH OF CHILDREN.
In of accidental ingestion contact a poison control center immediately.
Keep container tightly
CONTRAINDICATIONS: Sodium Sulfacetamide 10% & Sulfur 5% Cleanser
is contraindicated in persons with know or suspected hypersensitivity to
sulfonamides, sulfur or any other component of this preparation. Sodium
Sultacetamide 10% & Sulfur 5% Cleanser is not to be used by patients with
kidney disease.
CAUTION: If redness or irritation occurs, discontinue use.
Each gram of sodium sulfacetamide 10% and sulfur 5% cleanser contains
100 mg of sodium sulfacetamide and 50 mg of sulfur in a cleanser
containing Aloe Vera leaf Extract, Butylated Hydroxytoluene, Cetyl Alcohol,
Citric Acid, Cocamidopropyl Betaine, Disodium EDTA, Glycerin, Glyceryl
Stearate SE, PEG-100 Stearate, Phenoxyethanol, Purified Water, Sodium
laureth sulfate, Sedium Thiosulfate, Stearyl alcohol, Triacetin, Xanthan Gum.
STORAGE: Store at 20°C to 25°C (68°F to 77°F), excursions permitted
between 15°C and 30°C (between 59°F and 86°F). Brief exposure to
temperatures up to 40°C (104°F) may be tolerated provided the mean
kinetic temperature does not exceed 25°C (77°F); however, such exposure
should be minimized.
MOTICE: Protect from freezing and excessive heat. The product may tend to
darken slightly on storage. Shight discoloration does not impair the efficacy
or safety of the product. Keep tightly closed.
(Occasionally, a slight discoloration of fabric may occur when an excessive
amount of the product is used and comes in contact with white fabrics.
This discoloration, however, presents no problem, as it is readily removed
by ordinary laundering without bleaches.
This botte is not filled to the top but does contain 8 fl 0z of product as
identified on the front panel of the bottie.
Manufactured in the U.S.A for
Method Pharmaceuticals, LLC
Southlake, Texas 76092
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NDC 58657-472-12

Sodium

Sulfacetamide
& Sulfur

(Sodium Sulfacetamide 10% & Sulfur 5%)

10% /5%

Cleanser

For External Use Only

Rx Only
Net Wt. 12 oz (340 g)

INDICATIONS: Sodium Sulacetamide 10% and Sullur 5%
Clearaer s indicated for e inpcal control of acne wigaris,
acma nosaces and seborheic dermatitis.

DMRECTIONS FOR USE: Wash afacied area once o haans daly, or a8
directad by your physician. fvoid contact with eyes of mucous
membranes. Wel skin and fiberally apphy bo anes 10 be ceansed
mamsafe genty o gkin Sor 10-20 stconds working o & full Biher
rirgse: thomughly and pat dry, Il drying occurs, @ may be controlied by
rnEang cleanser off sooner or usang |ess ofien. See label bookdet for Full
Prescribing Information

FOR EXTERNAL USE OMLY, NOT FOR INTRAVAGINAL OR OPHTHALMIC
USE. (KEEF AWAY FROM EYES).

KEEF OUT OF REACH OF CHILDREN.

In sl o cci demal (ngesstion comvlact & polson ool cenber
immt:diatedy. Hesp contaimer Sghlly Cloged
CONTRAINDICATIONS: Sodium Sullncetamde 0% & Sulfur 5%
Cleanser i contramdicated in persons wilh know or suspected
hyparsanatnity o sulfonemides, sulfur or any othar component of ths
preparation. Sodiem Sulfacetamede 10% & Suifur 5% Claanser iz not to
bt usard by patients wilh kidney disease

CAUTION: If redress of irrilation ocrurs, discontinue use

Each gram of sodium sulfacetamida 10% ard sllur 5% cloaser
containg 100 mg of sodium suscetamida and 50 mg of sulfur in &
cleanser containing Aloe Vera leaf Extract, Butyiated Hydruxytoluens,
Catyl Alcohol, Citric Acd. Cocamadap ooy Betaee, Deodium EDTA,
Ghycenin, Eyceryl Stearate 5E, PEE-100 Stearate, Phemoxyethamol,
Purifiesd Wester, Sodium kmareth sulals, Sodium ThioguBabe, Searyl
flcotal, Triaceding Xaniham Gum

STORAGE:

Siore at 207°C io 25°C {BE°F to TT*F). emcursions parmitied between
15°C and 30°C {between 59°F and BE°F). Brief exposure to temperatras
up o A0°C {1047F) mury b fokeratad proveded e maen Kinetc
temperature does nol exceed 2570 (T77F); Mowever, Such expesun
shauld be mirimred

NOTICE: Probect feom freeing and excessive heal, The product may bend
o diarkin shghthy on storage, Slight discoloraltion does nol imgair the
effcacy or saloty of the product. Keap battls bghtly ciosed.
(Ocrasionally, a sight discolorasion of fabnc may occur when an
acessie amount of he product S used and comés in contact with
whille: fabrics, This discoloration, however, presents no problem, as il s
reachly removed by ordirary undering withoul bisaches

This botfie is not Bied 1o e fop bul does contain 12 A of of product 25
identified on Wi fonl panel of T bole
Manutachersd in the LL.5A for

Method Pharmaceuticals, LLC

Southlake, Texas F60E2

Sodium Sulacetamide 10% & Sullur 5% Cléanser

Fix Onily
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A A
_ INDICATIONS: Sodimn Sultacetamide 10% and Sullr 5%

Clearger & indicated for e lopscal control of &one vigans

Acne rosaced and saborhelo dermalitis
A A ﬁthod DMRECTIONS FOR USE: Wash affiacted area once or twice dady, or as b
k| L) ? e ' diractod by your physician. Avoid contact with eyes or mucous
A Pharmaceuticals membranes Wet skin and liberally appiy 10 aneas 10 be Clésrmed
e mamsa(e genlly indo skin for 10-20 ssconds working imlo & full Biher,

we thoroughly aad pat dry, |1 drying occurs, @ may be controlled by
HDC 5855?'4?2'13 :mnq cmr;s«mrazrhmu |ass often &L“Dw:' for Full

Prescribing information

FOR EXTERNAL WSE OMLY. NOT FOR INTRAVAGINAL OR OPHTHALMIC
USE. (MEEF AWAY FROM EYES).

KEEP QUT OF REACH OF CHILDREN.

L]
In case of accidentsl ingeslion canlact & poison contnl cenber
immediately. Kesp contamer Sghlly clesed

CONTRAINDICATIONS: Sodium Sullacetamide 10% & Sulfur 5%
Cleanser s contrandicaied in persons wilh know or sespected

. Ieypirsansnily o sullonamides, suifur of Any ofther companent of ths
ce m I e preparation. Sodism Sulfacetamsde 10% & Swifur 5% Claanser is not io
b usitd by palierts wilh kidngy distase

CAUTION: If redress o ierlalicn ocours, disconbinug use

Each gram of sodum sulfacetamide 10% and sulfur 5% claanser
r containg 100 mg of sodium sulacetameda and 50 mg of sulfur in a
cleanser comanng flos Vera lesf Exiract. Butyiated Hydmyiolens

Catyl Nicohol, Citrc Ao, Cooamadapnogy! Butaime, Deodium EDTA,

H = Ghycerin, Eyceryl Stearate SE, PEG- 100 Stearate, Phenoxyethanol,
{Sﬂd ium Sulfacetamide 10% & Sulfur 5%} P'_rﬁlxi!;’l-'M|ﬁl.af5&::-d1Ej:Lwdll sulfal, Sodium #nmual'?;rc Slc:::fl
dlcahl, Tratatin, antham Gum
STDAAGE

Sioee at 207C to 25°C (B8°F to TT*F). emcursions permitiad between
15°C and 30°C {between 59°F and 86°F). Brief expomure to temperatures
up 0 40°C (104°F) mury e tolrated provced S misen Krdc

n u lempérature does nol exceed 257C (T77F); however, such exposung
u 5 D sihouild be minimized

NOTICE: Probect o Ireesing and excessing hesl, The product may tend

CIea nser o diarkin shghtly on shorage, Slight discolorilion does nol impsir the

afficacy of salety of the product Keap bottie bighlly closad. \

(Occasionally, B sight discoloraton of fabnc may occur when an
aacessie amount of i product = used and comes in contact with "'\
wbille fabrics. Thiss discoloration, howewer, presents no problem, as it is
readly removed by ordinary lundering withoud bisaches

For External Use nmy This bt i niat Slked 1o W J0p but does contsin 12 I 6z of product 25
idemnlifiad on e fronl panel of e bollle
Manutachersd in the U.S.A. for
Method Pharmaceuticals, LLC
Southlake, Texas T60U2
Sodium Sultacetamide 10% & Sullur 5% Clesinser
Rx Only

Rx Only
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SODIUM SULFACETAMIDE AND SULFUR

sulfacetamide sodium, sulfur liquid

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:58657-472

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SULFACETAMIDE SODIUM (UNII: 4NRT660K|Q) (SULFACETAMIDE - SULFACETAMIDE 100 mg
UNII:4965G3JOF5) SODIUM inlg

SULFUR (UNII: 70FD1KFU70) (SULFUR - UNII:70FD1KFU70) SULFUR 50mg inlg




Inactive Ingredients

Ingredient Name

BUTYLATED HYDROXYTOLUENE (UNIl: 1P9D0Z 171K)
ALOE VERA LEAF (UNIl: ZY81Z83HO0X)

1-ETHYL CITRATE (UNIl: Y7R23627P5)

CETYL ALCOHOL (UNII: 936)ST6)JCN)

EDETATE DISODIUM (UNIl: 7FLD91C86K)
GLYCERYL STEARATE SE (UNIl: FCZ5MH7851)
PEG-100 STEARATE (UNIl: YDO1N1999R)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
TRIACETIN (UNII: XHX3C3X673)

WATER (UNII: 059QFOKOOR)

SODIUM THIOSULFATE (UNII: HX1032V43M)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STEARYL ALCOHOL (UNII: 2KR89I4H1Y)

XANTHAN GUM (UNII: TTV12P4NEE)

GLYCERIN (UNIl: PDC6A3C00OX)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)

Packaging

# Item Code

NDC:58657-
472-06

NDC:58657-
472-07

NDC:58657-
472-12

NDC:58657-
472-13

NDC:58657-
472-08

Package Description

170 g in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

170.3 g in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

340 g in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

340.2 g in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

227 g in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

unapproved drug

other

Application Number or Monograph
Citation

Labeler - Method Pharmaceuticals, LLC (060216698)

Revised: 12/2023

Strength

Marketing Start Marketing End
Date Date

11/15/2021
11/15/2021
11/15/2021
11/15/2021

11/15/2021

Marketing
Date

11/15/2021

Start Marketing End
Date

Method Pharmaceuticals, LLC
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