SALYNTRA- salicylic acid gel
True Marker 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.

Warnings

For external use only. Avoid contact with eyes an 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.

Directions

Apply SALYNTRA GEL thoroughly to the affected area and occlude the area at night.
Preferably, the skin should be hydrated (soaked in water) for at lest five minutes prior to
application. The medication is washed off in the morning. In those areas where occlusion
is difficult or impossible, application 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 SALYNTRA GEL will usually maintain the
remission. Unless hands are being treated, hands should be rinsed thoroughly after
application.

Other Information

Store at controlled room temperature 59 to 86 F (15 to 30 C)

Inactive Ingredients

hydroxypropyl cellulose, propylene glycol



Questions or comments? call 877-887-9879
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NDC: 83592-125-60 Rx Only

Salyntra Gel

(Salicylic Acid) 6%, Gel

For topicaluseonly Notfor ophthalmicuse

(01) 0 0383592 12560 4
(21) 123456789012

(17) 000000

(10) XX1234 Net Wt. 60gm

INGREDIENTS: salicylic acid 6%, hydroxypropyl cellulose,
propylene glycol

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

DIRECTIONS: Apply SALYNTRA GEL thoroughly to the sffected
area and occlude the area at night. Preferably, the skin should be
hydrated (soaked in water) for at lest five minutes prior to
application. The medication is washed off in the moming.. In those
areas where occlusion is difficult or impossible, application may be
made more frequently. Once clearing is apparent, the occasional
use of SALYNTRA GEL will usually maintain the remission. Unless
hands are being treated, hands should be rinsed thoroughly after
application.

'WARNINGS: For external use only. Avoid contact with eyes an
other mucous membranes. May cause mild irritation. If excessive
imitation 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.

Store at controlled room temperature 59 to 86 F (15 to 30 C)

Manufactured for: True Marker
Pharmaceuficals, Inc. Phoenix, AZ 85040

Questions or comments? call 1-877-887-9879

N




Salyntra (Salicylic Acid 6%) Gel
Fi Cony

FOR TOPICAL LISE OMLY. MOT FOR OPHTHALMIC, ORAL OR INTRAVAGINAL USE.

DESCRIPTION
Saficyiic Ackd % Gl is appied inpically and ussd in e removal of excessive kerafin in yperkeratolic stin disonders. Each gram of Salicylic Acd 6% Gal comtains sakioyic acid 5% a5 the actie
ingredient, and he foliowing inacive ingredients: Mydroxypropyl celuiose, propylens ghycd, purified water and SD-40 aioohol [215%).

CHEMICAL STRUCTURE

COgH

o

CLINIC AL PHARMAC OLOGY

Salicylc acid has been shown o produce desquamaton of te hamy layer of siin while not afiscting qualiatie or quantiive changes in sruciure of he viable epdermis ' # The mechanism of
acion has been afinuted bo dissoluion of imerceluar cement subsance? n a skudy of e perutanecys absorplion of salicyiic ackd fom Salcyic Ackd 6% Gal in four patents wih exiensive
acive psoriasis, Tayior and Halprin® showed thal peaic senum salicyiae levels never excesded 5 mgriod mi even Bough more than 60% of the apoiied salicyic aci was absorbed. Sysiemic iomc
resictions are usually associaled with much higher senum levets [30 1o 40 mg!100mL). Peai senum levels oocumed within 5 hours of the iopical appication under occlusion. The sies wers coduded
or 10 hours over the esvire bogy suriace beiow the neck. Smoe salitylales ane dstibuted in he extacsiuar space, patients Wit @ confracied extraceluar 5pace ue 1o defyaration or guresics:
nave higher salicylale levels Tan Mose wilh a nomal extracelular space ® [See PRECALITIONS).

The maor metaboites identifed in the wine after lopical administation are salicyunc acid [52%), salicylale glcurondes [42%), and free salicyic acd (5%).4 The urmary metabolies afier
absorplion difier fom Mose afier oral salicylake administation Mose denived from perculansous absorption contain more glucuronides and less slicyiunic and slicic acd. Amost
5% of a singie dose of salicylale is excrebed witin 24 hours of its enfrance ino the extaceiular space &

Fifty kv eighly percent of sslicylale & protein bound o albumin. Salicyiaies compeis with e binding of several drugs and can moddy the acion of hese drugs. By similar compesifve mechanisms:
oiher drugs can infuEnce the seram levels of salicyiate. {See PRECALTIONS).

INDICATIONS AND USAGE
For T removal of excess keradin in hyperiermiotic disomers, including scaling associated with peoriasis or hickened skin of paims and soles, coms and caluses.

CONTRAINDICATIONS
Salicylc Acd 6% Gl should not be used in any patient known o be sensifve 1o salicylic acid or any other Esied ingredients. Salicyiic Acd 6% Gl should not be usad in chiltnen under 2 years of
age.

WARNINGE
Conlact with eyes, lips, broken of InRamed stin, and all mucous membranes should be avaded.

Prolonged Use OVEr lange areas, especilly in children and Tose paients with significant renal or hepalic impairment could resull in salicyiism. Concomitnt use of oher dnugs which may confrioue
i elevaled senum salicylate levels should be avoided whese the pofenial for fomcity is present. In childnen under 12 years of age and those paients with renal or hepatic impaimment, the area o
be treated should be limied and e gaient monidored ciossly for signs of salicylate todcity. naused, vomiing, dizminess, loss of heanng, thnftus, leTargy, hyperpnoss, diahes, psyciic
dmmmtreamﬂafﬂqtam mmﬂmmmsﬂmmum mmuhemmnm exrefion. Treatment with sodium

bicartonate {oral of mtravencus) should be i 5 appropiae. mumnrgnmﬂumrgwmmmmummmmmmmmm
1eenagers with vanoala of influenza, uniess directed by a physican.

PRECAUTIONZ

For exiemal use only. Avoid confact with eyes and ofher mucous membranes. Mild buming or singing may oocur. Peeling of the skan may increase = the salicylic acid works 10 inesen exess

EHH'MHEFEMW sEnging of pesfing ocours, disconinue use and consuit your piysidan. Flammabis. Keep away from heat and opan flame. Kesp this and all medications out of
reach of children

D Interactions. [The ioliowing interactions are froma published reviewS and NCude repors conceming both oral and topcal salicyiale adminisiation. The relationship of these imeradions o
he wse of Salicyiic Add 5% Gal is nat known.)

. Due o the competiion of salicytate with omer drugs for binding 1o s2num albumin the &liawing drug interactions may Do
Dnag Description

of Intsracion
Tolbutamine; Sufonylureas Hypoghycamia polentated
Memolexms Deorease ubuiar reabsorpion; cinical ioxiciy fom mehotrexate can resut
Oral Anlicoaguiants Increased hieeding
IL. Drugs changing salicylats ievels by atering renal lubutar reatsorption:
Dnag Description
Corticostenids Deoredses plasma salicyiis level, Bpening doses of siermils may promole salicylsm
Ammanium Sulate Increases plasma salicyiale evel
. Drugs wilh compicaied imeractions with salicylaes:
Drag
Heparini Salicyiahe decmases plakiet adnesiveness and inlerferes wih hemosiEss in
heparin-reated patent

Pyrazinamide Infibits pyrazinamide-induced hypenuricemia



LIFCosuric AgGenis Esizctof probenecid, sulinpyraznne and phenyiuiazons inhitied
The ioliowing aiterations of laboratory tests have been reported during saiicylae Mempy™
Effsct of Salicylates

Laboratory Teats

Triyroid Funcion Decreased PSE; increased Ty upake

Urinary Sugar False negatve with gluose oudass; false positive with Clinitest with high-dose salicylats therapy (2- 59.99)
5 Hydrowyindoie Acetic Acid False negatve with AucromeTic st

Acstone, Ketone Bodies Fakse positive FeCl3 in Gerhardt readtion; red color persists with boiing

17-0H Conicosternids Fakse reduced valies wit 4.8 od saiicylae

ianimanadsic Acd Falee reduced valies

Lic: Acid Wy imcresse or decrease depending on doss

Frothrombin Decreasid kevels; sligrtty increased prothromiin fime

Preqnancy (Category C) - Saicylic ackd has Deen shown 1D be 1BrIgenic in rats and monkeys. It is dificul to exiapolaie @om oral doses of acettsalicylic ackd wsed in hese studies 10 iofical
adminisiration 35 e ofal 05 1 MoNkEyS May represent 4 Smes the maximum daify human dose of salicyic acid (25 suppied in one tube, 40 g of Salicylic Ack 6% Gef) when appled topicaly
over 3 large body surface. Thers are no adequate and wel-contolied sudies in pregnant women. mcﬂcmﬂsﬂﬂmummuummguwmfm potenial benei jusifiss the
=i 1o e &S,

Nurging Mothers - R & nol known whether iopically appiied salicylic acd s excreied in human milk. Due 1o the fact Tat many drugs are excreted in human milk, caution should be exergsed by
physicians when adminisiening Salicylic Acd 6% G2l o nursing mofhers and nursing mohers should certainly rot apply Salicylic Ackd §% Gl fo e chest anea or any other part of Te body wit
which the nursing child's mouth is likety be come in contact

Because of the potential for senous adverss reactions in mursing infants from fie mother's use of Saliofic Ad 6% Gel, 3 dedsion should be mads whether i discontinue nursing of o dsconiinue
the drug, tEking imio acoount the importance of e dnag i the mother.

Caminogenesis, Mutagenasts, Impaiment of Fertiity - Mo das are available concaming potential carcinogenic of reproducive efects of Salicylic Acid 6% Zel. 1t has been shown 1o I3k mutagenic
potential in he Ames Samonel st

KEEF THIS AND ALL OTHER MEDICATIONS OUT OF THE REACH OF CHILDREN.

ADVERSE REACTIONS
Emcessie eyTEma and scaling concehably could resul Som use on apen Skin kEsions.

OVERDOBAGE - Se8 WARNINGE

DOSAGE AND ADMINIZTRATION

The: preferaiie mefod of use is io apply Salicyic Ak 5% Gal horoughly o the affected ares and occhude e area at night. Preferainly, the siin should be hydried & least Sve minuizs prior
o appiication. The medicaton is washed off in The moming and ¥ excessive drying andlor imitation is observed a biand oream o kofion may be applied. Once cleanng is apparent, e occasional
use of Salicylic Acid 5% Gel will ususlly mamiain ihe remission, in these areas where occhsion i difiult or impossible, appiication may be made more frequenty; ydration by wet packs o baths
prior i appilcation apparentty enhances he efiect Unless hands are being reated, hands should e Ansed thoroughly afier applicaton.

HOW SUPPLEED
Salicylic Acit 6% G2 supplied in 3 B0-gram piasic wbe bearing e MDC Number 83502-125-50,

Saove at 20°-25°C (B8°-TT™F); excursions peemitied to 15730 (53°-85°F). [Ses UISP “Conirolied Room Temperature? |

REFERENCES:
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3. Huber C, Christophers - Arch Dem Res 257: 205-207, 1977,
4 Taytor JF, Halori Kb Arch Demarl 111: T80-743, 1975,
5. Cokdsmim LA it ) Dermitol 15 3236,
6. Wikson J, Riter EJ, Scoft W, Fradiein F: Tox Apgl Pramscal 41: 67-78, 1977.

Al prescription subsiiuions using Tis product shall be made subject 1o stte and federl sttules a3 applicabie. MOTE: This is not an Orange Book: product and has not been subjected to
FDu therapeufic equivalency or other equivalency teafing. Mo representation is mads as to genenc stabus or bivequivalency. Each person recommending a prescrption subsSistion using
ihis product shall make such recommendatons based on each such person's professional opinicn and knowledge, upon evaluaing e achive ingredients, excipients, inactive ingredients and
chemical frmulation information provided herein.

MANUFACTURED FOR
Proeni, AZ 85040
1-87T-587-4802
P-0001 Rew 024-0

SALYNTRA

salicylic acid gel

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:83592-125




Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

Basis of Strength Strength

SALICYLIC ACID (UNIIl: O414PZ4LPZ) (SALICYLIC ACID - UNII:0414PZ4LPZ) SALICYLIC ACID 69 in100g

Inactive Ingredients
Ingredient Name

HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ8H6N60OH)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

Packaging
# Item Code Package Description
1 NDC:83592- 60 g in 1 BOTTLE, PLASTIC; Type O: Not a

125-60 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

unapproved drug

other

Labeler - True Marker Pharmaceuticals, Inc. (119046582)

Strength

Marketing Start Marketing End
Date Date

01/01/2024

Marketing Start Marketing End
Date Date

01/01/2024

Registrant = True Marker Pharmaceuticals, Inc. (119046582)

Revised: 1/2024

True Marker Pharmaceuticals, Inc.
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