STOOL SOFTENER- docusate sodium capsule, liquid filled
Mckesson (Sunmark)

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Drug Facts

Active Ingredient (in each softgel)
Docusate Sodium 100 mg

Purpose

Stool softener

Uses
e for the prevention of dry, hard stools
e forrelief of occasional constipation. This product generally produces a bowel movement within 12
to 72 hours.

Warnings - Do not use
e if youare currently taking mineral oil, unless directed by a doctor
¢ when abdominal pain, nausea or vomiting are present
e for longer than one week, unless directed by a doctor

Ask a doctor before use if
you notice a sudden change in bowel habits that persists over a period of 2 weeks
Stop use and ask a doctor if
® you have rectal bleeding
¢ you fail to have a bowel movement after use
If pregnant or breas tfeeding

ask a health care professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away.

Directions
¢ adults and children 12 years and over: take 1- 2 softgels preferably at bedtime
¢ children 6 to 12 years of age: take 1 softgel at bedtime

Other information

each softgel contains: sodium 6mg

store at controlled room temperature 15° - 30° C (59°- 86° F)

do not use if imprinted safety seal under cap is broken or missing.

*This product is not manufactured or distributed by Purdue Pharma L.P., owner of the registered
trademark Colace®
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Compare to COLACE® active ingredient*
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propylene glycol, sorbitol special and titanium dioxide. May also contain: FD&C blue #1 and purified

edible ink, D&C Red #33, FD&C Red #40, FD&C Yellow #6, gelatin, glycerin, polyethylene glycol,
water.

Inactive Ingredients

Relief of occasional constipation

Docusate sodium 100 mg

Another quality product distributed by McKesson
San Francisco, CA 94104

Money back gurantee

Please visit us at www.sunmarkbrand.com

stool softener
one post street
Product Label

Pr

:a1eq "dx3
“ON 107

00vINS601
§0/2 a1d

SImE£086116£60L 0

|

‘JaJem pauind pue |#8njq 9’p4 UIBIU0d 0S[e A_J “8PIX0ID WnjUe}} pue [1o8ds
10310108 ‘|09A)6 sua|Adoud ‘|09A|D auajAuieA|od ‘uraaA|D ‘unjeiab ‘g mojjah

07804 ‘Ov# P31 3804 ‘€€# Pai 33 Ul 9|qIpa .&:m.im.%:\ annoeu|
@890 JeLapel) paiajsifal ayj jo JBUMo

“d"] wIeyd anpind Aq painguisIp 10 painjoeynuew Jou st jonposd siy), @ Buissiw Jo
U3X01q SI de9 Japun [eas A1jes pajuriduwl J1 9Sn 10U Op M (4598-065) Do0E-oG
ainjeJaduwa) WooJ paj|oJjuod Je 810js M D g LWNIPOS :sulejuod |abyos yaea m
uonewliojuy 18yjo

awnpaq 1 [a6y0s | oxe) :abe jo sieak Z|. 0} g uaipjiys M BwWIIPaq e Ajqelsjeld
S[abljos ¢ -| a¥e) :1an0 pue s1eak Z|. uaip|lya pue synpe m SUO/)I3JIQ

‘Reme b1 J8)Ua7 103U07

10S|04 B J9BJU0J J0 djay [BIpaLL 16 ‘9S0PIaA0 JO 3SeD U] *UBIP|IYI JO YIeral Jo

no daay| 'asn 810jaq [eu0ISsajoid aJed yijeay e yse ‘Buipaaj-jseaiq o yueubaid j|
35N Jo}je JUSLIBAOLL [3MOq B

aAey 0} |ej nof m Buipaa|q [e}0a) aney noA m J1 10J90p B yse pue asn dojs
"S)99M 2 0 potlad e 1aA0 ssisiad

Jeu} SHGeY [3Moq Ul 9BUBLD USPPNS B 891J0U NOA J1 @SN 310j3q 10JI0P B ySY
10J00p B AQ pajaallp SSa|un %aam

3U0 Uey} Jabuoj Jojm  juasaid ase Buliwon Jo ‘easneu ‘ufed [BUILIOPGE UaYM M
10J00p & AQ pajoallp $sajun ‘|10 [esaujw Buiye} AjuaLina ale nofk i m asn jou og
shujurem

‘sinoy g/ 01 g} uluiim

JUBWaAoW [3moq e s3onpoJd Aj(esauab 1onpoud siy] “uoijediisuo9 [RUOISEII0
10 Jolja1 1o} W s|00Is prey ‘AIp Jo uojusnald 8Ly 1o} M S3S/)

13U8}40S |00)3 Bw o} Wwnipos ajesnaoq
asoding (1abyos yaea ui) Juaipaibiuy anjay

sjoe4 bniqg

COLACE®

COMPARE TO
ACTIVE INGREDIENT*
NDC 49348-616-90

400 SOFTGELS
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NDC:49348-616

Item Code (Source)
DEA Schedule

HUMAN OTC DRUG LABEL

ORAL

Product Information
Route of Administration

Product Type

docusate sodium capsule, liquid filled

STOOL SOFTENER

Docusate Sodium 100 mg




Active Ingredient/Active Moiety

Ingredient Name
DO CUSATE SODIUM (DOCUSATE)

Inactive Ingredients
Ingredient Name

FD&C RED NO. 40

FD&C YELLOW NO. 6

GELATIN

GLYCERIN

POLYETHYLENE GLYCOLS

PROPYLENE GLYCOL

SORBITOL

D&C RED NO. 33

TITANIUM DIO XIDE

FD&C BLUE NO. 1

WATER

Product Characteristics

Color RED, WHITE
Shape OVAL
Flavor

Contains

Packaging

# Item Code Package Description

1 NDC:49348-616-10 1in 1BOX
1 100 in 1 BOTTLE
2 NDC:49348-616-90 400 in 1 BOTTLE

Marketing Information

Basis of Strength Strength
DOCUSATE SODIUM 100 mg

Strength

Score no score
Size 13mm

Imprint Code P10;51A

Marketing Start Date Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC MONOGRAPHNOT FINAL part334

Labeler - mckesson (Sunmark) (177667227)

Revised: 9/2012

07/09/2010

Mckesson (Sunmark)
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