STOOL SOFTENER- docusate sodium capsule, liquid filled
AmerisourceBergen (Good Neighbor Pharmacy) 46122

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 laxative

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

Warnings

Do notuse

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

Ask a doctor before use if you have

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 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 in divided doses.

adults and children 12 years and over take 1-3 softgels daily
children 2 to under 12 years of age take 1 softgel daily
children under 2 years ask a doctor



sodium 6 mg

DO NOT USE IF PRINTED SAFETY SEAL UNDER CAP IS BROKEN

lay Panel

isp
**Compare to Colace® Stool Softener active ingredient

incipal Di

**This product is not manufactured or distributed by Purdue Products L.P., distributor of Colace®

D&C red #33*, D&C yellow #10*, edible ink, FD&C blue #1*, FD&C red #40, FD&C yellow #6,
Stool Softener.

gelatin, glycerin, lecithin*, medium-chain triglycerides*, polyethylene glycol, propylene glycol*,

e store at 25°C (77°F); excursions permitted between 15-30°C (59-86°F)
purified water, sorbitan, sorbitol, titanium dioxide

Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

Questions or Concerns? Visit us at www.mygnp.com

*contains one or more of these ingredients
1300 Morris Drive, Chesterbrook, PA 19087

¢ each softgel contains
Questions or comments ?
docusate sodium, 100 mg
Stool Softener Laxative
Distributed by AmerisourceBergen

SOFTGELS
TAMPER EVIDENT

Other information
Inactive ingredients
OR MISSING.
Product Labeling

Stool Softener

Pr

J0 Janpolg dx307 ¢19v0081

o Yev-a1d
I S0ILELI0L #08V

| woo dubAw mmm Je sn ysip

—— O {SUIA2UOY IO SUOHSAND

————— M /806 Vd HocicueisayQ ‘sAuq SLIOW 00EL
|” uabiegeoinosyswy Ag peinquisiq

— 1aUa}0S 0015 gBIE(0] J0 J0JNQLISIP “d ]
==———__ slonpod anping Aq painquisip Jo panaejnuews Jou si jonposd sy,
|m 153 NdS-INvG Aepui3-Repuoly GEE-ESL-L18-1 1D
= £S)IBWILIOD JO SUORSaNY)
I 8

Sjualpaibul 8SaUY JO B0W J0 AL SUIEJU0D,

ApIXOID WAL ‘04108 ‘U)a0s ‘1ajem payund ,oakib
©  guajfdoud ‘|oaki6 auaifuzekiod *,SapLaakibi ureya-wnipaww

* I8 ‘uys0RB ‘iyeral ‘9¢ moljaA 904 ‘Ot# Pal 804 4 L4 8NIa 0804
MUl 8iqipa ‘0L Mollek 090 ',E€# Pal 930 &:m..ﬁ&%& anljoeuj

(4,98-65) 7,06-G. UBaMIaq papiuLiad SUOISINDXA {4,/ ) 0,67 18 2101 W
Bw 9 wnipos :surejuod [a6yos yaea m uoneuwLoyu) 18y30

10J20p B YsB s1eaf Z Japun UaIp|IYd

fjiep 86108 | axe) abe Jo sieak 2| Japun 0) Z UBIP|ILD

fijrep sjabyos g-| axel 1810 pUB S1eaf 7| UaIp|Iud puB synpe

'$350p PAPIAIP Ul JO 8S0p

firep 91Buis & S uaye) aq Aew $asoq Lgnow Aq Ajuo axe} m suopaaig

“feme 161 J8juaD |04U07 UOSIOG B

198JU09 J0 djay [2Ipaw 136 ‘950pI8AQ JO 8SEI U "UBIPIYD JO YIeal J0 Jno daay
85N 210j3( [eU01SSaj0.d Ujfeay e yse ‘Guipaaj-}sealq Jo Jueubaid j

¥{aM | UL} 210U JO} BAJEXE| B ASN 0} paau NOAM  “LORIPUOD

SN0LI3S  J0 SUBIS 8 PInod 8SaLL *AAREXE] B JO 35N Jalje JUALUSAOL [9MOg

© 3ABL 0} [1e} Jo Buipaa|q (03] sAey noA m 1 Jojoop e yse pue asn dojg
S)33M 2 JaN0 SISB] JBLY. SHqBY [aMoq Ui abLeyd Lappns e paanou M Buwoam
pasneum  uied yJewojS M aAey nok 1 asn ai0jaq J0joop B ySY

10}0p

®Aq 05 op 0] pjo1 Ss8jun ‘fio [essuiw Bunye; fpussaid are nof 1 asn jou og

sunuem

SIN0Y Z/ 0} 2] Ul JUSLIAAOW [3moq $30npoid Ajjesauab m
(RureinfaL) uogedysuod [euCiSea0 SanaIjI M SESY)

aAlJBXe| JBUBL0S |001S Bl QO | Wwnipos ajesnaoq
asoding (1abyos yaea ) Juaipaibu) anpay
spoe4 Bnig

["ONISSIW 40 N3YOH4 S1 VD HIONN TV3S AL3HVS GILNIYd 31 350 LON 0 :IN3TINS WAL |

£58 E
o £

$ — e

9 08 .
g8z Oﬂ%m g
QMP o.wm.m Ow
B IO EE 2

GOOD NEIGHBOR PHARMACY Stool Softener



STOOL SOFTENER

docusate sodium capsule, liquid filled

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:46122-231

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

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

Inactive Ingredients
Ingredient Name
D&C RED NO. 33 (UNI: 9DBAOSBBOL)
D&C YELLOW NO. 10 (UNI: 35SW5USQ3G)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
FD&C RED NO. 40 (UNI: WZB9127XOA)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
GELATIN (UNIL: 2G86QN327L)
GLYCERIN (UNIL: PDC6A3C00X)
EGG PHO SPHO LIPIDS (UNIL: 127418 4RGV)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIL: 3WJQ0 SDW1A)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
WATER (UNIE: 059 QFOKOOR)
SORBITAN (UNI: 6092ICV9IRU)
SORBITOL (UNIL 506 T60 A25R)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics

Color RED, WHITE Score

Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:46122-231-78 1in 1BOX

1 60 in 1 BOTTLE; Type 0: Nota Combination Product
2 NDC:46122-231-72 100 in 1 BOTTLE; Type 0: Not a Combination Product
3 NDC:46122-231-85 250 in 1 BOTTLE; Type 0: Not a Combination Product

Basis of Strength Strength
DOCUSATE SODIUM 100 mg

Strength

no score
12mm

P10;S78;SCU2

Marketing Start Date Marketing End Date
07/30/2013

07/30/2013
07/30/2013



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part334 07/30/2013

Labeler - AmerisourceBergen (Good Neighbor Pharmacy) 46122 (007914906)

Revised: 11/2019 AmerisourceBergen (Good Neighbor Pharmacy) 46122
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