SALICYLIC ACID 6% GEL- salicylic acid gel
IPG PHARMACEUTICALS, 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.

Active Ingredient
Salicylic Acid 6%

Uses

For the removal of excess keratin in hyperkeratotic disorders, including scaling
associated with psoriasis or thickened skin of palms and soles, corns and calluses.

Directions

Apply Salicylic Acid 6% Gel thoroughly to the affected area and occlude the area at night.
Preferably, the skin should be hydrated (soaked in water) for at least five minutes prior
to application. The medication is washed off in the morning. In those areas where
occlusion is difficult or impossible, application may be made more frequently. Once
clearing is apparent, the occasional use of Salicylic Acid 6% Gel will usually

maintain the remission. Unless hands are being treated, hands should be rinsed
thoroughly after application.

Warning

For external use only. Avoid contact with eyes and other mucous membranes. May
cause mild irritation. If excessive irritation or sensitivity occurs, discontinue use and
consult with your physician. Do not use on children under 2 years of age. Read package
insert carefully. Flammable. Keep away from heat and open flame. Keep this and all
medications out of reach of children.

Other Information
Store at controlled room temperature 59° to 86° F (15° to 30° C).

Questions or comments? Call 1-888-711-7116.

Inactive ingredient

Hydroxypropyl Cellulose, Propylene Glycol



Product label

Salicylic Acid 6% Gel
Rx Oy

FOR TOPICAL USE OMLY. NOT FOR OPHTHALMIC, DRAL OR INTRAVAGINAL USE.

DESCRIPTION

Salicylic Acid 6% Gel is applied topicalty and wsed in the: removal of excessive keralinin yperkeraiztic siin disorders. Each gram of Salicylic Acid &% =l conltains salicylic ack 6% as he
ache ingredient, and the folmaing inactive ingredisnts: hydromypropyl celluiose, progylens glycol

CHEMICAL STRUCTURE

Saficylic axid is the 2-hyomy desfvalive of Dereoic acd having the foliowing chemical STuchre:

COzH

o

CLIMICAL PHARMACDLOGY

Salicylic ACd 6% 52 a0d has been shown bo produce desquamation of the homy [3yer of siin while not affecing qualiatie or quantitative cianges in stnuciure of the viable epidenmis.’ > The
meciEnism of ac8on has been atiibued o dissolution of imerceliuar cement subsiance.® In a sudy of the perculansous absorpbion of salicylic ackd from Salicyic Add 6% Gal in four
patienis with exiensive acie psoniasis, Taylor and Halpen' showed that peak senim salicyiale ievels never exceeded 5 mgriDd mL even Mough mone than 607 of Te applied salicylic acd was
absorbed. Syslamic owic reactions are usualy Zssociaied with much Figher semm levels (20 1 40 mgr00mL). Peak senum ievels ooouTed witin 5 hours of Pe lopical appicaiion under
oooiusion. The shes were occiuded Sor 10 how's ower T2 enfire body suriace below Te neck. Since salicylaes ane disvibuted in the Eﬁrﬂllim patients with 3 coniracied exiracefular
space due to defydration o diuretics have higher salicylale levels han those with 3 nonmmal extracellular space & [See

The major metabaites ientifed in the wine after topical adminstration are salicyuns acid (32%], salcyiale glcuronides (42%), and fee salcyic aca (§%).4 The urnary metboites afer
percUEnEous atrsorpbion difer Fom Mose afier oral saliyale administration, Mose defived from perculaneous abrsorption conlain more glusuronises and less salicyiuic and saicyic acd. Almest
595% of a singie dose of salicyiale is ewcreted Witin 24 hours of is entrance imo e exraceiular space ®

Fifty i eighty pesoent of salicylale & profein bound o albumin. Salicyiaies compess with e binding of several dnags and can modify the acion of ese drugs. By similr compeiive mechanisms
ether dnugs can inuence the serum levels of salicyiale. {See PRECAUTIONS,.

INDICATIONS AND USAGE
For e remoual of excess keradin in hypervemiodc disorders, including scaling associated wilth peoniass or Mickened skin of paims and 5oies, 0oms and callses.

CONTRAINDICATIONS
Salicylic Acd 6% 52 should not be used in any patiznt knowan 1o be sensitive 1o salicylic acid or any oiher ised ingredients. Salicyic ACd 6% Gel should not be used in chilinen under 2 years of
age.

WARNINGE
Conlact with eyes, ligs, broken of inflamed skin, and all mucous membranes should e avwaded.

Prolonged Use over lange areas, especilly in children and Tose paients wit significant renal or hepalic impainment could result in salicyism. Concomitant use of oTer dnugs which may contriows
o Elevated senum saicylate Ievels Shoul be avoided where the potenial for oucity is present. In chilren under 12 years of age and those patents wiln renal or hepatic mpaiment, he ared o
be treated should be imiled and Me patent moniored cossly for SONS of Saicyiae oty nauses, VomiEng, diFiness, K55 of nearng, thnits, IEMay, YpEpRos, diahed, psyohc
ammmmmwmﬁunmmquﬁmmmzmmﬁmﬁmmmmmnm wrinary exretion. Treatment wit sodium
bicarbonale foral or infravencus) should be as approprizie. Considening the polental of deweloping Reye's syndrome, salicylate products should not be adminisiensd o children or
1eenagers with wancela o influenza, uniess directed by a physician.

PRECAUTIONS

For exiemal use only. Avoid confact with eyes and ofher mucous membranes. Mild buming or singing may cocur. Peeling of the skan may increase = the salioyic acid works 1 loosen exness

u.m“mﬁ buming, snging of pesling ocours, gconinue wse and consuit your pysican. Flanmabls. Kesp way from heat and open fiame. Hesp this and 2l medications out of
reach of children

Drung Inferactions. [The iliowing interactions are froma published reviews and nclude repors concaming bofh oral and topcal salcyiae adminisration. The retbionship of these imeracions o
the use of Salicylic Add % Gel is ot Known.)

L Due i the competiion of salicyiate with ofer dnugs for binding 1o senum albumin the Sillawing dnug ineracions may eocur
Drug Dascription

of Inferaction
Toibutamide; Sufomyureas Hypogiycemia poleniaied
Methotrexms Dewease ubular reatsorpiion; cinical oxiciy fom metholrexaie can resul
Oral Anlicoagulants Increased bieeding
IL. Drugs changing salicylais levels by aitering renal tubular reabsorplio:
Dnag Deacription
Corticostercids Degreases plasma salicylale level, Epening doses of sisroids may promole salicylsm
Ammonium Sulie Increzses plasma saloyiate evel
1. Drugs wilh compiicaied imerachions with salicylaies:
Drug
Heparn Salicyiate deceases plaliet adnesiveness and interferes wih hemostass in
heparin-reated paients

Pyrazinamite Infiibits pyrazinamide-nduced yperuricemia
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71085-073-60

Salicylic
Acid Gel, 6%

FOR TOPICAL USE ONLY.NOT FOR
OPHTHALMIC USE.

Keep this and all medications out of the
reach of children.

Net Wt. 60gm Rx Only

INGREDIENTS: Salicylic Acid 6%. Hydoxypropyl Calluloss.,
Propylens Glyeol

INDNCATION: For the removal of excees kematin in hyperkematotic
dizoidsre, including scaling associated with paosiasis or
thickaned skin of paime and zoles, coms and calluses.

NRECTIONS: Apply Salicylic Acid 6% Gel thowoughly 1o the
affected area and occlude the area at night. Preferably, the skin
should be hydrated (soaked in water) for at lsast five minutss
priot 1o ion. The n is off in the i
In thoss araas where occlusion is difficult or imposaible,

af ion may be mads mors . Onea ing iz
apparent, the occasional use of Salicylic Acid 6% Gel will usually
maintain the iemission. Unlees hande are being treated, hands
should be rineed thoroughly after application.

WARMINGS: For external uss only. Avoid comtact with syes and
other muesous membranses. May cause mild irrtation. if exceasive
initafion or sensifivity cccurs, discontinue use and conzult with
youn physician.

Do not ues on chidien undsr 2 years of age. Fead package

inzan carsfully. Flammabila. Kesp away from heat and open
flame. Keep this and all medications out of reach of children.

Store at controlled room temperature 587 to 86° F (157 to 30° G).

Qusstions or comments? Call 1-888-711-T116.

Manutactured In USA fof IPG Pharmaceuticals, Inc., Tempe, AZ 85281



LUricosuric Agenis Esizct of probenecid, subinpyraznne and phenyibutazone inhitizd
The ioliowing mmum?mmmmuummmmw
of Salicylates

Laboratory Teats

Triyroi Funcion ueu-easeupa,measmnuplam

Urinary Sogar False neqafve wih Qluoise midass; fatse positive Wit Clinflest wit nigh-tnse saicyians therapy (2- 50 94)
5 Hydrowyindoie Acetic Acid False negatve wih fuoromeTic st

Arsione, Keiore Bodies False posifive FeCIS in Germard! reaction; red color persists il boling

17-0H Coricosteroids False reduced valies Wit =4.8 g gd salicjiaie

animandsiic Agd False reduced walies

Liric Acid ey increase or decrease depending on dose

Erothrcentin Decremed kvels; sligntly increased peotheomiin time

Pregnancy (Category C) - Salicyic acgd has been shown 1o be 1e@Eingenic in rats and monkeys. It is difficut to extrapolaz #om ol doses of acetykalicyic acid used in these stuidies 1o fopical
administration as Te ofal 4258 1 monkeys may represent 4 imes the maxmum daily human dose of salicylic acd (3 suppied in one tube, 40 g of Salicfic Acid 6% Gai) when appied Dpicaly
over 3 lapge body surface. There 2 no adequate and wel-contolied saadies in pregnant women. Saicylic Ackd 5% Gel should b2 used during pregrancy only if he polental benefit jusifies the
sk o T s

Norsing Maihers - R 5 nol known wheher ippically appiied salicylic acd is excreled in human millke Due o the fact Tiat meny dnigs are exceted in human milk, caution should be exercised by
physiciars when adminisiening Salicfic AGd 6% Gl o nursing mofhers and nursing momers should cerainly ot apply Salicyic Ackd 6% Gel 10 Te chesl area or any other part of e Dody wilh
which e mursing child's mou is licely o come in contact

Because of the potential for sefious adverse reactions innursing infants from e mother's use of Salicylic Acd 5% Gel, a dession should be made whether o discontinue nursing of o discontinue
the drug, taiking inlo acoount the importance of the dnug to the mother.

Caminogenesis, Muagensss, impaiment of Fertiity - Mo dats are available conceming podential carcinogenic of reproductive efects: of Salicylic Acid £5% 32l 1 has been shown i lack mutagenic
patental in e Ames Salmonell Bst

KEEP THIS AND ALL OTHER MEDNCATIONS OUT OF THE REACH OF CHILDREN.

ADNERSE REACTIONS
Excessive EyTema and scaling conceivably could resut $om wse on open 5kin lesions.

OVERDOSAGE - 388 WARNINGS

DOEAGE AND ADMIMISTRATION

The: preferaitie memhod of usa is 10 apply Salicylic ACkd 5% Gal honoughly 1o the affected anea and ooclude the area at night. Preferaiiy, ihe skin should be hydrated for @ least Se minwss prior
o appiication. The medication is washed off in Te moming and i excessive drying andior iriation is obserded a biand cream or iolen may be appied. Once clearing is apparent, the oocasional
use of Salicylic Acid 5% Gel will ususlly mainiain he remission. In hose aress Where oochision is dificut or impossibie, appiication may be made more frequentty, ydraion by wet packs or baths
prios i appiication apparently enhances he efiecl Unless hands are being teated, hands should be rinsed thonoughly afier application.

HOW SUPPLIED
Saliylic Acid &% Gal is suppliad in a 60-gram plastic tube baaring the NDC Number T1805-073-20,

Shoee at 207-25"C (BB"-7T"F; excursions permitted o 15%-30°C (59-85"F. [Se= LSP “Controled Room Temperature® ]

REFERENCES:
1. Davies M, Marks A &r.J Demmasnd 05; 187-102, 1076,
2. Mars R, Diavies M, Camel A; J invest Desmasnl 64: 253, 1975,
3. Huber C, Chiisiophers E: Ah Demn Res 257: 245-207, 1977,
4 Tayior JR, Halprin KM Arch Dermand 111: 740-783, 1575,
5. GoldsmiT LA it ) Denmanol 18 3236,
6. Wilson J, Ritter EJ, Scoft W, Fradisin f: Tox Appl Arammacal 41: 67-78, 1977

Al prescripion subslutons using Tis produd shal be made subject o stabe and federal sialuies as appicabie. NOTE: This i3 not an Orange Book product and has not bean aubjected to
FDA therapeutic equivalancy of other squivalancy tssting. Mo repressntation ks mads as bo genenic stakbus or bisequiialency. Each person r=commending a presciption sudsiution using
this product shall make such recommendations based on each Such person's peofessional opinion and Knowlsdge, upon evaluaing Me adive ingredients, excipients, Nacive ingredients and
chemical formulation infemation provided herein.

MANUFACTURED FOR
IP Phammaceuicas, Inc.
Tempe, AZ 55281
1888711116

PHO00 Rew 0124-25
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INGREDIENT §: Salicylic Acid

&85, Hydrosypropsy|
Callulosa, Propylena Glycol

INDICATION: For the
removal of excess keratin in
vy perkeratotic disorders,
including scaling associated
with psoriasis or thickened
shin of palms and soles,
ocoms and calluses,

LS B )

%9 ‘1o9

DIRECTIONS: Apply
Salicylic Acd 6% Gal
thoroughly to the aff ected
area and cocude the area
at night. Preferably, the
skin should be hydrated
(soaked inwater) for at
least five minutes prior to
application. The
medication is washed off in
the morning,. In thoss
areas where occlusion is
difficult arimpossible,
application may be made
mire frequently. Oncs
clearing is apparent, the
occasional use of Salicylic
Acid 6% Gel will usually
rmaintain the remission.
Unless hands are being
treated, hands should b=
rinsed thoroughly after
application.
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Py dlfales

TI08E-073-60

Salicylic
Acid Gel,
6%

FOR TOPICAL USE OMLY.
MOTFOROPHTHALMIC USE.

Kesap this and all medications
out of the reach of children.

Rx Only
Net Wt. 60gm

WARNINGS: Forextemal
usie only. Avoid contact with
eyes and other mucous
mambranes. May causa
mild irritation. If excessive
irritation or sensitivity
ocours, discontinue use
and corsult with your
physician.

Do not use on children
urider 2 years of age. Read
package insert carefully.
Flammable, Kesp away
from heat and open flame.
Keep this and all
medications out of reach of
childran.

Store at controlied room
temperature 55° to 86" F
(15" to 20%CL

Owestioms or comments?
Call1-288-M-TH&
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SALICYLIC ACID 6% GEL

salicylic acid gel

Product Information

Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG
TOPICAL

Item Code (Source)

NDC:71085-073




Active Ingredient/Active Moiety
Ingredient Name

SALICYLIC ACID (UNIl: O414PZ4LPZ) (SALICYLIC ACID - UNII:0414PZ4LPZ)

Inactive Ingredients
Ingredient Name

HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ8H6N60OH)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

Packaging

# Item Code Package Description
NDC:71085- .

1 57360 1in 1 CARTON

1 60 g in 1 BOTTLE, DISPENSING; Type 0: Not a

Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

unapproved drug

other

Labeler - irG PHARMACEUTICALS, INC. (080441238)

Revised: 1/2025

Basis of Strength Strength
SALICYLIC ACID 69 in100g

Strength

Marketing Start
Date

Marketing End
Date

01/14/2025

Marketing Start
Date

Marketing End
Date

01/14/2025

IPG PHARMACEUTICALS, INC.
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