STOOL SOFTENER DOCUSATE SODIUM 50 MG- docusate sodium capsule, liquid filled
CVS PHARMAUCY, INC.

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.

STOOL SOFTENER DOCUSATE SODIUM 50mg, Capsule, liquid filled
Drug Facts

Active ingredient (in each softgel)

Docusate Sodium 50 mg

Purpose

Stool softener

Uses
e relieves occasional constipation (irregularity)
e generally produces bowel movement in 12 to 72 hours

Warnings

Do notuse
e if you are presently taking mineral oil, unless told to do so by a doctor

Ask a doctor before use if you have
e stomach pain
® nausea
® vomiting
¢ noticed a sudden change in bowel habits that lasts over 2 weeks

Stop use and ask a doctor if

¢ you have rectal bleeding or fail to have a bowel movement after use of a laxative. These could be
signs of a serious condition.

¢ you need to use a stool softener laxative for more than 1 week
If pregnant or breast-feeding, ask a health 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

Take only by mouth. Doses may be taken as a single daily dose or individed doses.

Adults and
children 12 years|take 1 to 6 softgels daily
and over

Children 2 to




under 12 years [take 1 to 3 softgels daily
of age

children under 2 ask a doctor

years

Other information
e each softgel contains: sodium 3 mg
VERY LOW SODIUM
e store at 15°-30°C (59°-86°F)
Keep tightly closed.

Inactive ingredients

citric acid, D&C red #33, FD&C red #40, FD&C yellow #6, gelatin, glycerin, polyethylene glycol,
propylene glycol, purified water, sorbitol special, white edible ink

Manufactured by:

Humanwell PuraCap Pharmaceutical (Wuhan) Ltd.
Wuhan, Hubei 430206,

China

PRINCIPAL DISPLAY PANEL - 30ct Carton and Bottle Label
STOOL SOFTENER DOCUSATE SODIUM 50 MG 30ct

NDC 69842-072-20

Compare to the active ingredient in Colace® 50 mg



Stool

Softener

DOCUSATE SODIUM, 50 mg

= Stimulant fres
* Gantle & effective

Dmmn?ﬂm

YCvs o vy

EAVE CARTON FOR COMPLETE DRUG FACTS

Health. RO 00

Stool
Softener

DOCUSATE SODIUM, 50 mg
et

= Stimulant frae

= Gantle & effective

= Comfortable rﬁd
of constipation -i

—

Aual Sire

in Colace®™ |

| | Drug Facts (centinued)

Kaep ol of reach o childran. bn case of overtiose, gat
madca help or conact 2 Poisos Contral Daster right away

Drug Facts

Actrve ingredieni Purpose
m:fmmfr{g . Sle0l Sofener
Uses

T QGaIOnal congligation imeguiarity|
mgEnea by pindutes bowel moeement f
12 1m 72 heurs

D o2t uan |
Wil'peu dve propantly fakong TiveraoF,
R ke B9 £5 by 3 dacior |

BE0NaCh pin WS EvDmiing
R nohced i Sucdeen change i bowel Rabils gl
il pver 2 wesla

Azl m detar belare wsn I you Aot J

Directions
Take: conly by icusth, Dirses may be laken = o single
daly dess orn diveed dases

ks and children 12 ke 1 16

FRATE N4 bt siitigels dady
childrin 2 g under ke Tta 3

12 yeavs of age siligels daly
Ehiidren wadar 7 yewrs e adeclr |
Dther informat on

WEACT sofe Comans: sedium 3 my VERY LOW S00IUM
Wshome at 15°-30°C 55-85°F)
Fleep STy Clase

Stop e mnd msk 2 docter if
'y Fave recial biseging er fad 1o have & hows
Mt gt ase of § il
These could be signs of & serous condiscn
WU nieed [0 Lse 2 s0al sofene xatie for

.'m.l'Jw.‘qmlu

citric ackd, DRC red £33, FIME rea M0, FIAG yeliow
#8, getatin, piycerin, 3abiettvieas ghcnl, propyiens
PFCO, purihied mai S0iDol special, whina edink sk

Stool

Softener

DOCUSATE SODIUM, 50 mg

©a Sfimulanit free

* Gentle & effectiva
* Comfortable rellef
of constipation

TAMPER EVIDENT: DO NOT WSE IF
SEAL UNDER CAP 15 BROTEN DIWIIIHJEH

(westions or commants? cut 1-855- 2153180

“Thed prindec = a0l mauticiuned an ditribused by Purdes
Products LP. psner f e registensd tradenart Colace®

noce Ban | week
B preguast or breasl-feading. =i  haath *
profeszipral before use

30 SOFTGELS

Distributed by: VS Pharmacy, Ine. One O05 Drive. |
‘Waorancksi, A1 0285 & 3018 CVS/pharmiemsy
| W¥Scem® 1-B00-5-40° CVE Madts n Ching
1 CWE Cuality
\ 31 Ny lorcharenlh IBBG2‘|2
~. (O /
-, e . /
! I )
II - |
| Ly "l
[} -
smza 301 /
\ ] Cvsaz-m "I

T /

o é/;*ﬁ/ 2t

LOT KO
| Exp ot

L F

COATING ‘
FREE ARER

(ocvs

Health. wcsiom112

Stool
Softener

DOCUSATE SODIUM
50 mg

+ Stimulant free

» Gentle & effective

CVS01-03

Purpose

softgels daily
softgels daily
ask a doctor

take 110 6
take 110 3

m 50 mg

h softgel)

SEAL UNDER CAP |5 BROKEN OR MISSING

adults and children 12

years and over

ocusate sod

children 2 to under

12 years of age
children under 2 years

Warnings
KEEP OUTER CARTON FOR COMPLETE

In eac

TAMPER EVIDENT: DO NOT USE IF IMPRINTED

CVS.com® 1-800-SHOP CVS Made in China V-31141

Distributed by: CVS Pharmacy, Inc. One CVS Drive,
Woonsocket, RI 02895 © 2015 CVS/pharmacy

(irregularity) mgenerally produces bowel

movement in 12 o 72 hours
Take only by mouth, Doses may be taken as a

WARNINGS AND PRODUCT INFORMATION
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STOOL SOFTENER DOCUSATE SODIUM 50 MG 100ct
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Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
DO CUSATE SODIUM (UNII: FO5Q2T2JA0) (DOCUSATE - UNI:M7P27195AG)

Inactive Ingredients
Ingredient Name
FD&C RED NO. 40 (UNI: WZB9127X0A)
D&C RED NO. 33 (UNI: 9DBAOSBBOL)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
GELATIN (UNI: 2G86QN327L)
GLYCERIN (UNI: PDC6A3C00X)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
WATER (UNIL: 059QF0KOOR)
SORBITOL (UNI: 506 T60A25R)
ANHYDRO US CITRIC ACID (UNI: XF417D3PSL)

Product Characteristics

Item Code (Source)

Basis of Strength
DOCUSATE SODIUM

Color red (clear) Score

Shape CAPSULE (OVAL) Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

. 12\1(?069842-072- 1in 1 CARTON

30 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

) 2N‘1l3C169’842‘072‘ 1in 1 CARTON

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

Marketing Information
Application Number or Monograph Citation
part334

Marketing Category
OTC monograph not final

Marketing Start
Date

12/14/2016

12/14/2016

Marketing Start Date
12/14/2016

NDC:69842-072

Strength
50 mg

Strength

no score
13mm

PC20

Marketing End
Date

Marketing End Date



Humanwell PuraCap Pharmaceutical (Wuhan) Co., Ltd. 421293287 analysis(69842-072) , manufacture(69842-072)

Revised: 11/2019 CVS PHARMACY, INC.
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