STOOL SOFTENER- docusate sodium capsule, liquid filled
Cardinal Health

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.

Active ingredient (in each softgel)

Docusate Sodium 100 mg

Purpose

Stool Softener Laxative

Uses

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

Warnings

Ask a doctor before use if you

* have stomach pain, nausea or vomiting

* have a sudden change in bowel habits that persists over a period of 2 weeks
« are presently taking mineral oil

Stop use and ask a doctor if

* you need to use a laxative longer than 1 week

* you have rectal bleeding or fail to have a bowel movement. These

could be signs of a serious condition.

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

* adults and children 12 years and older: take 1-2 softgels daily until first bowel movement; 1 softgel
daily thereafter, or as directed by doctor

¢ children under 12: consult a doctor

* do not exceed recommended dose

Other information

* each softgel contains : sodium 5 mg. very low sodium
* store at 15°C-25°C(59° F-77° F)

* keep tightly closed



* product from USA or Canada

» Tamper Evident: Do not use if imprinted seal under cap is missing or broken.

Inactive ingredients

FD and C red #40, gelatin, glycerin, edible ink, PEG, propylene glycol, sorbitol special, water. May
also contain D and C yellow #10, FD and C yellow #6 (sunset yellow), mannitol.

Compare to active ingredient in ColaceR*

*This product is not manufactured or distributed by the owner of the registered trademark ColaceR.
DIST. BY: GERI-CARE PHARMACUETICALS CORP.

1650 63rd Street, Brooklyn, NY 11204

REV 0112

Cardinal Health

Zanesville, OH 43701

IT48469450613

Principal Dis play Panel
Stool Softener
Docusate Sodium

100 mg Softgels

STOOL SOFTENER
DOCUSATE SODIUM
100 mg softgels

LOT: 00000000 EXP: xthouho
LTC48455450314

TR

CUSTOMER 1D

Principal Display Panel
Stool Softener
Docusate Sodium

100 mg softgels

QTY 28



—NDG 55154-1876-3 (CARDINAL HEALTH)
STOOL SOFTENER

Stop usa and ask a gochor I = you need bo use a
Iexative longer than 1 week = you have rectal bleeding

i i

RPKDO BY: Cardinal Health

L

RPED BY: Cardinal Health

i| G i

RPED BY: Ea:ﬂmaﬂ HEﬂ|ﬂ1

L of fall to have @ bowsl movement, These could be
E DOCUSATE SODIUM 100 mg softgels " signs of a sarious condion.
— Qry 28 See product insart for prescribing
===_ Active ingredient in each sofigel) Decusate Sodium 100 mg TR, P'"? thores el \isimings.
— Purpase: Siool Sofener Laxative Stare &t 58°-T7°F (15°-25°C)
Directians: Scults and nhidmn 12 years and clder: take St s 2z R T ety
% 1-2 softgels davy until frst bowel moverriznt; 1 sofgel dally This packags is intended for in-patient lnstllutnnz{i use only.
—— theréaftar, or as directed by doctor. Children under 12 Keeap this and all dregs out of the reach of children.
=T coneult 8 doctor. Donot excesd recommendad dase
: DIST BY:
E Wamings: Ask a doctor biefore use if yeu - have stimach GER-CARE PHARMARLTICALS CORP.
= pair, AaLsed o vomiting < have 3 sudden change in 1650 G3rd Stnest, ; Cardinal Heall
= bowml habits that persists over @ pariod of 2 _ Braakiyn, MY 11234 Fuicmged B Lt
weeks + are presently taking mineral cil. Produs frem USA ar Canada _Ergqgnsﬁjugﬂu,
Stool Soitener Slacl Softener Ebool & r
Dmuah Sqdlu.m :crflw:l nmmmmum softgel I:Inm.n'.'lll.-Sudhlm softgel ﬂnnmtsnﬂilmsﬂlgﬂ
ma

lTimmmlmf’ i

R‘F'HDH"I"‘ D'B.rﬁmH Haalth

AT v

RFKD BY: Cardinal Health

||1ﬁ|TﬁEujill il

RPKD 8Y: Cardinal Htall.h

Vi

RPED BY: E‘.a.-rdlnal Health

5 -

Zanesville OH 43701 Zanesvila OH 43701 Zanesville OH 4370 Zaneskille OH £37M
Stool SoAtener Etoc] Sofener Stoc] Safener
nmm Endlmnmgll ummummumsmﬂ Un:mah-‘sﬁcll}ﬁum:nﬂgel Doousate Eudilrnﬂﬂgtl
mg

ITuuimulﬂnl i

HF'I-G}E"I" Eﬂ.rdhﬂl-ﬁa gt

i [

FPHD BY: Cardinal Health

i v

RPED BY: Cammal Health

Fiiii i

RPED BY: Ean:"n:ll Heallh

_'_"_F__

| i

HPKT.'I H‘:" Garﬂnal Haalth

Zanasville OH 43701 Zanesville OH 43701 Zangsville OH 43701
ool Salta ool Goftener Btanl Gotlener
Doousate Sndlumwrlgﬂ Elul:m‘h :hdlurr- softgel Docusate Sadium softgel

i i

RPKD BY: Cardinal Hﬂllh

100 mg

(T

RPED E‘r‘* Cardlnal Health

E—

Zanesyille OH 43707 Zanesvita OH 4370 Zanesylle OH 43701 Zaneaville OH 43701
Elcol Satener Gtoo] Godener Siocl Softener Siocl Softener
Docusats Sedium softged unems-umum softgel Docuwsate s.ud'rum sofigel Dw:unh En»ruurn sofigel
100 mg

i i ] i

zanmmn oH -ra.rm o

Stacl Gofersr
Docusate Sodium scfgel

i i

RPKD BY: Cerdingl Haalth

ﬂlllllllllllﬁl!llilll

RPKD BY: Cardinal Health

mli’TﬁTTilﬂLl,ﬁ”l"’T

RFKD BY: Cardiral Heallh

.="'__"'

i i

RPKD BY: Cardlnal Hnimt

Zaneswille OH 43701 Zanesvilla OH 43701 Zanesvilie OH 43701 Zanesvlle OH 43701
T Stoal Softenar Btoo] Goitener Efac] Saferer
:lnu:u:au Snmum safipel Dacusabs 'El;h‘.“l.lﬂ softgel Docusate Sodium sofiped Dul:m-ﬂul:udmmttﬂgll

i

RPKD BY: Cerdinal Haah

Zanesvills OH 4370 Zanasville OH 43701 Zanesvilla Zanesville OH 43701
ool Saliamer Eioal Saftener Etoal Sofener
n“mu Snd.l.nm =oflgel Daocusabs Budll.p'ﬂ- safigel Docuf-ih- Sndm safigel Damsmmd:;: snﬂw

fiii | |

RPED BY: Cardinal Heallh

i

RPKD BY: Cardinal Health

|1|”fﬁi’TjuLmuu

RFED BY: Cardinal Haallh

i i

RFKD BY: Cardinal Heatth

1k

i

RPED BY: Cmdln;ll Heaith
Fanesyille OH 43701

i

ARKD B"l‘" Earr.ﬁ'lal Hsalkh

Zanagville OH 43701

||||“’ﬁi’[]j°‘ umiﬁ?ﬂi\

FHD BEY: Cardinal Heallh
zarbaulnllu- OH 43701

Zanemdls CH 43701 Zanasville OH 43701 Zanesville OH 43701 Zanesvila OH 43701
—_ Gtael HAcal Gafens Stoc] Sananer
Dncl.m-lb: anium a;ﬂmr Dn-:un-ll &nui..!rn mﬁgn'l qu:au s.:dlurn Diacnsate Sadium seflgal

100 mg

AR i

RP¥D BY: Cardinsl Health
Zanesvila OH 43701

Package Label
Stool Softener
Docusate Sodium

100 mg each



QTY 30 Softgels

5515418769 (
STOOL SOFTENER

TRAL H )

and afl drugs out of the reach of childnen.

—:

i

RFKD BY: Cardinal Healh

= DOGUSATE SODIUM 100 mg softgels m—
R FECETER. AL SR RLEEy RepacagedBy Corts st
et Stoct Sofumar gl Pt i LIS o Catists ey
Decsnd: wduls and children 12 years snd older. Eaim 13 Bofipehs daily
wndl Beel bowssl B uumuw
Children under 12 canwull a dector. Do nt exceed recammended Thool Soltaner
N umings; Ask & docior before wis F you - hire Blormach pais, Aledes of W""“W MMIM
= vomibing - hae & Sudcen chargs in bowel Ratds that penists over a
E peeriod of 2 weeeics - e prasandy baking misersl 6l TT W
mmmu.mut you meed B9 Lse B otve longed than 1 |
= wemsisismnimmiz | (I LJj_LIIHIlI II|I|I L[!jl
— - 'Ihﬂl;.‘mﬂbl siges of 3 serious condilion. - APVD B Eaarel
e product nssr ity Kianis 3 .
Enua!'-vr?n:m mmnﬂum mﬁﬁﬂm‘l
SiEs] Beltarer
Dﬂuhiu—.mwr Dvsfmidte Hoada m pofigal b—mh!-l-nw Concntete Bodu BENgH
108 mg mg 100 mg
| i

i

PT@TE@E“ ||||T£Tﬁﬁ13f|il’ii’ﬁ ﬁll@jﬁ; |‘T|ﬂ:l!!j!;L:Jljllllll
i mnfj@m Iii'ﬂ;ﬁﬁ@n i @ﬁ i
hrgﬁfﬁﬁﬁrﬁ i m@ﬁ

m—@@ ﬁfiﬁiﬁmi:ﬂ?ﬂjﬁil Iﬁ@ﬁﬁ;ﬁ:ﬁ@ iﬁﬁ“@ﬁﬁ: |;|]
@ﬁﬁum i"iﬂfif :ﬁ Wl@?ﬁﬁ Flﬁi@@lm

Stool Softener
Docusate Sodium

100 mg each




STOOL SOFTENER
DOCUSATE SODIUM
100 mg softgels

LOT: wonooonox  EXP: 20000
LTC48485450314

[ AW

CUSTOMER ID

STOOL SOFTENER

docusate sodium capsule, liquid filled

Product Information

HUMAN OTC DRUG
Product Type LABEL

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
DO CUSATE SODIUM (DOCUSATE)

Inactive Ingredients
Ingredient Name

FD&C RED NO. 40

GELATIN

GLYCERIN

POLYETHYLENE GLYCOL 400

PROPYLENE GLYCOL

SORBITOL

WATER

D&C YELLOW NO. 10

FD&C YELLOW NO. 6

MANNITOL

Product Characteristics

Color red (reddish)
Shape OVAL
Flavor

Contains

Item Code (Source)

DEA Schedule

Basis of Strength
DOCUSATE SODIUM

Score
Size

Imprint Code

NDC:55154-
1876 (NDC:57896-401)

Strength
100 mg

Strength

no score
12mm

SCU1



Packaging

ofl rketing Start Marketing End
# Item Code Package Description o ing S ng
Date Date
1 NDC:55154-1876- 30 in 1 BLISTER PACK; Combination Product Type =
9 C112160
2 NDC:55154-1876- 28 in 1 BLISTER PACK; Combination Product Type =
3 C112160

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part334 01/01/2000

Labeler - cardinal Health (188557102)

Registrant = Geri-Care Pharmaceutical Corp (611196254)

Establishment
Name Address ID/FEI Business Operations
Cardinal Health 188557102 REPACK(55154-1876)

Revised: 1/2015 Cardinal Health
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