COMFORT SHIELD BARRIER- dimethicone cloth
Sage Products LLC

Comfort Shield Barrier Cream Cloths

Active Ingredient

Dimethicone 3%

Purpose

Skin protectant

Uses

helps seal out wetness
helps treat and prevent perineal dermatitis
protects from minor skin irritation associated with perineal dermatitis

Warnings

For external perineal use only.
Avoid contact with the eyes.

Stop use and consult a doctor if condition worsens or does not improve within 7 days

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away

Directions

remove wet and soiled garment

cleanse soiled area using a fresh barrier cream cloth

discard cloth after use - DO NOT FLUSH CLOTHS

use as often as necessary, especially if prolonged exposure to wetness is anticipated
for individual use only

reseal label between uses

discard package immediately if cloths are dry

If warming is desired:

peel open label without completely removing it

heat entire package in microwave no longer than [see package for time].

since microwave wattage varies, adjust heating time accordingly

Comfort Shield® may also be used at room temperature or warmed in a Comfort
Personal Cleansing Warmer.

Caution: If there is any indication barrier cloths are excessively hot, do not use
Remember, gloves diminish your sensitivity to heat



e Closely monitor heat level with infants, unresponsive or skin sensitive individuals

Inactive Ingredients

Water, glyceryl stearate, PEG-100 stearate, isopropyl palmitate, cetyl alcohol, glycerin,
stearyl alcohol, phenoxyethanol, methylpropanediol, chlorhexidine gluconate,
hydroxyethyl cellulose, ethylhexylglycerin, polyquaternium-37, propylene glycol
dicaprylate/dicaprate, glucono-delta-lactone, PPG-1 trideceth-6

Barrier cloths: cellulose fiber/polyester (PET) fiber

Questions or Comments?
800-323-2220

Comfort Shield Barrier

[
[~

ab2

« #eEyEdTION SEY o

SHUDWRE FODDORS DedalauyUo ] Sjuenaid puD spoad|

1I0JWON)

Syio]) wpsL) Jeriing

PIPNYS

-
i
if
Pl
< B
[
:

Mmufactumd in TS A
.5, Pateuls.
STker CmpLTeas

Reorder #7503

L




NDC 53462+915-80 HCPCS Code #A6250

Sage stryker B

Comfort =

ORed Ointact ClEraken
Onhar

Chocked by

Troats and provents inconti ioted dormatis  (CP)) s

* CHG compatible + pH balanced * Paraben [ree
& 220 Stryler

8 Horyweightdoths 4 Cleans + Treats +/ Protects e m——

B5inx%in

strvker

Furchese for we st buns:
Lmmar et o
000 S50 G451

B . Wanings
asin ey
 cordiin sarbany B temor
- 1ASE FOM A ¢ 0 0K UP
S s agar b 4l S
rm—————
I mwaboraadl. got macical hely or
Torean mran Lo et
bt ikes
Directions
H il garmar
o
Sarise

iiptn: i nsas labi baaoar
sy

[ ——
carmatis

mpratnct bon mior s imtatan
R v el

useam encar: paciage
an

sy iz cy et

Reorder #7905

s lIMgC2ellzaniz

R




S a ge NDC 53462-915-24

Comfort

Shield

Barrier Cream Cloths

Treats and p i i iated dermatilis (4 c,*-__’/ )]
* CHG compatible « pH balanced * Pareben free

stryker

Purchass for nse st hame:
homecare siryker.com
BOO 430 6453

wse only

Not made with natural
rubbor lates

sage Froducts LLG
1909 Three Oaks Noed
Cary, Mineds 60013
800 323 2220

stryker com
Manufactured in T.5.4
T.5. Patents:

stryker com/patents

Reorder #7502

EI I
nszua

180297790557 2

24 l.s'nxl.SEM = +/Cleans +/ Treats +/ Protects

EPN0I A SN pSuDOD A ,'_’“,““"e

ey wagriEd o peoiey pid ool S e

d pup sjoza)

$440|) wpoa.) Jauiog

LE-C1A-ZOHES 2N

OTZOWE S340H

Jaykus

W hoips seal oot wainess Mhelp: Toat
fndsravent punea) demal
fram minor skin Fritatior associakd with
cerinsal dermaitis

Wamings
Far wxturnal garinasl as
® using this prodict

e
W canat getints eyes

top use adcons:
W condion womons B ymEtnTe las
marathan or clear up arc accur
again wirin a ‘aw days

et of reach of dhidrar,
IF awilluwed, ol madicsd haly e coact
Eoriann Cnmtol Camba: ARt sy

i a3t use anll desp o puneice
worehs W arimgl bites 0 awrivus burns

Directions
W ramcun wat wnd sased gumaet

patad
package immadalaly ¥ slofs s dy

Inartive
chiamaxiting gucanata,

aloonol,

atmplbaxtglyzar, Ha lnctana,

glyeary! atmarda, glyearn,

e

mestgropanediol, FEG-100 siairsta,
 poyqLATMIM S/,

Ekin-zanaiie indhicude

PeriCheck™ Guide
Check skin coadilion

fior inpntinenes-assnciated
dermatitis and revort

o nurse:

DORed Otzact Owken

Dother

© 203 Suyker
113 Faents stryker comrateats



JHTImI

COMFORT SHIELD BARRIER

dimethicone cloth

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:53462-915

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
DIMETHICONE (UNII: 92RU3N3Y10) (DIMETHICONE - UNII:92RU3N3Y10) DIMETHICONE 30mg inlg

Inactive Ingredients
Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
PEG-100 STEARATE (UNIl: YDO1N1999R)
ISOPROPYL PALMITATE (UNIl: 8CRQ2TH63M)
CETYL ALCOHOL (UNII: 936)ST6JCN)




GLYCERIN (UNII: PDC6A3CO00X)

STEARYL ALCOHOL (UNII: 2KR89I4H1Y)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
METHYLPROPANEDIOL (UNIl: N8F53B3R4R)
CHLORHEXIDINE GLUCONATE (UNIl: MOR84MUDSE)
HYDROXYETHYL CELLULOSE (4000 MPA.S AT 1%) (UNIl: ZYD53NBL45)
ETHYLHEXYLGLYCERIN (UNIl: 147D247K3P)
POLYQUATERNIUM-37 (25000 MPA.S) (UNII: 31L31U8285)
PROPYLENE GLYCOL DICAPRYLATE/DICAPRATE (UNIl: 04446S9CRA)
GLUCONOLACTONE (UNIl: WQ29KQ9POT)
PPG-1 TRIDECETH-6 (UNIl: 1K7417)X6Q)

Packaging
# Item Code

NDC:53462-
915-50

NDC:53462-
915-51

NDC:53462-
915-62

NDC:53462-
915-80

NDC:53462-
915-81

NDC:53462-
915-24

Package Description

3 in 1 PACKAGE

26 g in 1 APPLICATOR; Type 0:
Product

3 in 1 PACKAGE

19 g in 1 APPLICATOR; Type 0:
Product

24 in 1 PACKAGE

24 g in 1 APPLICATOR; Type 0:
Product

8 in 1 PACKAGE

27 g in 1 APPLICATOR; Type 0:
Product

8 in 1 PACKAGE

19 g in 1 APPLICATOR; Type O:
Product

24 in 1 PACKAGE

24 g in 1 APPLICATOR; Type 0:
Product

Marketing Information

Marketing
Category

Not a Combination

Not a Combination

Not a Combination

Not a Combination

Not a Combination

Not a Combination

Application Number or Monograph
Citation

OTC Monograph Drug MO016

Labeler - sage Products LLC (054326178)

Revised: 10/2025

Marketing Start
Date

01/01/1990

01/01/1990

01/01/1990

01/01/1990

01/01/1990

12/11/2023

Marketing Start

Date
01/01/1990

Marketing End
Date

09/21/2016

10/07/2025

Marketing End
Date

Sage Products LLC
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