COLACE- docusate sodium capsule, liquid filled
Atlantis Consumer Healthcare, Inc.

Colace Clear

Drug Facts

Active ingredient Purpose
(in each soft gel)

Docusate sodium 50 Stool
MQg........... softener

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

Warnings

Do not use
= 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 movementafter use of a laxative.
These could be signs of a serious condition.

= you need to use a stool softener laxative for more thanl 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 take 1-6 soft gels

over daily

children 2 to under 12 years of take 1-3 soft gels
age daily

children under 2 years ask a doctor

Other information



= each soft gel contains: sodium 3 mg VERY LOW SODIUM
» store at 25°C (77°F); excursions permitted between 15°-30°C (59°-86°F).

Keep tightly closed.

Inactive ingredients
gelatin, glycerin, PEG 400, propylene glycol, sorbitol

Soft gels are imprinted with edible dye-free ink.

Dist. by: Atlantis Consumer Healthcare Inc.
Bridgewater, NJ 08807

Questions? 1-833-288-2684

©2023 Atlantis Consumer Healthcare Inc.
Colace is a registered trademark of Atlantis Consumer Healthcare Inc.

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

Colaceg
Docusate Sodium, 50mg

CLEAR
Stool Softener
28 Clear soft gels

Do not use an imprinted seal under cap is missing
or damaged. See carton for additional information.

Dist. by: Atlantis Consumer Healthcare Inc. A0925
Bridgewater, NJ 08807 USA Questions? 1-833-288-2684
R54005
Lot No.:

Exp. Date:
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ch!ive ingredient (in each soft gel) Stop use and ask a doctor if m you have rectal bleeding

Docusate sodium 50 mg g o orfail to have a bowel movement after use of a laxative,
These could be signs of a serious condition. m you need to
Uses mrelieves occasional constipation (imegularity) use a stool saftener laxative for more than 1 week
mgenerally produces bowel movement in 12 10 72 hours N gelf;mgnam or breast-feeding, ask a health professional
i e Ore use.
Warnings Ll Keep out of reach of children. In case of overdose, get

Do not use m if you are presently taking mineral odl,
unless told to do so by a doctor

Ask a doctor before use if you have

medical help or contact a Poison Control Center right away,
Directions: Take only by mouth as a single daily dose or

mstomach pain mnausea mvomiting m noticed a Stool Softener in divided doses. Adults and children 12 years and over "

sudden change in bowel habits that lasts over 2 weeks 28¢ £t ool take 1-6 soft gels daily. Children 2 to under 12 years take .y 2

ear soit gels 1-3 soft gels daily. Children under 2 years, ask a doclor, =

Dist. by: Atiantls Consumer Healthcarelnc. ~ AD925 Dy not use if imprinted seal under cap is missing  Ech soft gel contains: sodium 3 mg VERY LOW SODIUM = 5
WN 08807 USA Questions? 1-833-288-2684  or damaged. See carton for additional information, R54005 S3 ‘/I

Front Panel

#1 DOCTOR
RECOMMENDED
Stool Softener Brand

Colacege
Docusate Sodium, 50mg

CLEAR
Stool Softener

vV Gentle, Effective
Constipation Relief
Vv Stimulant-Free & Dye-Free

28 Clear Soft Gels
Side Panel

Colacep
Docusate Sodium, 50mg

Retain this carton for
Important information.
For added savings, visit:
colacecapsules.com

Dist. by: Atlantis Consumer Healthcare Inc.
Bridgewater, N) 08807 USA
Questions? 1-833-288-2684 AQ0925

©2025 Atlantis Consumer Healthcare Inc.
Colace is a registered trademark of Atlantis
Consumer Healthcare Inc.
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Do not use if imprinted seal
under cap is missing or damaged.

Drug Faets (continued)

Directions

mtake only by mouth, Dosas may be taken as a
single daily dose o in divided doses.
adults and children take 1-6 soft
12 years of age and over | gels dally
chiren 2 o under take 13 soft
12 years of age gels daily
children under 2 years ask & doctor
Other informalion

mizach soft gel containg: sodium 3 mg
VERY LOW SODIUM

Wshors at 25°C (T7*F); excursions parmitied
between 15°-30°C (55°-85°F).

DisL, by: Atlantis Consumer Healthcare Inc,
Bridgewater, N.J 08807 USA

Questions? 1-833-288-2684 A28
2025 Atlantis Consumer Healthcare Inc,
Colace is 3 registened trademark of Aantis
Consumer Healthcare Inc.
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R54007

DOCTOR

RECOMMENDED
Stool Softener Brand

Retain this carton for
important information.

Wiap fightly closed. For added savings, visit:
Sl Kt il S - oolal:mpsul;sg.nom
Inactive ingredients

7618"11128

Colaceg
Docusate Sodium, 50mg

CLEAR

Stool Softener

Stool Softener
28 Clear Soft Gels

DOCTOR

RECOMMENDED
Softener Brand

Stool Softener

+ Gentle, Effective
Constipation Relief

v Stimulant-Free & Dye-Free

28 Clear Soft Gels @@l

Drug Facls

Active ingredient Purpose
(in each soff gel) -
Docusabe sodium 50 Mg ——.Sindl sofiener

Uses

mrehieves occasional congtipation (imegulary)
mgenerally produces bowel movement in
12 In 72 howrs

Warnings

Do mot use

i you are presently taking minerdl ofl, urless
ok 0 do 50 by & docter

Ask ¥ doclor belere uze If you have
mstomach pain W nawsea W vomiting
mngliced 2 sudden change in bowel habits that
Lasts ower 2 winks

Stop use and ask a doctor il

oy barve rectal Dleeding or fail i have 2
ol movement after usa of a kuctivg. These
could be signs of a serious condition.
i ot b e ool soferser kocative for
mare than 1 week

I pregnant or breast-leeding, ask a healn
professional bedore use,

Keep oul of reach ol children. In casa of
overdose, get medical help or contact a '




42 Clear soft gels

Do not use an imprinted seal under cap is missing
or damaged. See carton for additional information.

Dist. by: Atlantis Consumer Healthcare Inc. A0925
Bridgewater, NJ 08807 USA Questions? 1-833-288-2684
R54008

Lot No.:

Exp. Date:

/ﬂ_ﬂ:ﬂ ve ingredient (in each soff gel)

Docusate sodium 50 mg
Uses m relieves occasional constipation (irregularity)

Stop use and ask a doctor if W you hiave rectal bleeding
w 0r fail to have a bowel movement after use of a laxative,

| These could be signs of a serious condition. m you need to
use a stool softener kaxative for more than 1 week

Warnings Docusats Sodium, 50mg before use,

Do not use m if you are presently taking mineral o,
unless told to do 50 by a doctor

M generally produces bowel movement in 12 1o 72 hours coua P If prognant or breast-feeding, ask a health professional

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

Ask a doctor before use if you have
sudden change in bowel habits that lasts over 2 weeks

Directions: Take o&y by rrrm.r‘htl as a single daily
i it ; in divided doses. Adults and children 12 years and over
m stomach pain m nausea mvomiting mnoticed a Stool Softener e 6 o el o, Clilloon 7 {p mior 12 Jouis
42 Clear soft gels 1-3 soft gels daily, Children under 2 years, sk a doctor,
Donutmrlnmpmtsdmlmderupnsmmng Each soft gel contains: sodium 3 mg VERY LOW SODIUM

| LotNo.

Front Panel

#1 DOCTOR
RECOMMENDED
Stool Softener Brand

Colacee
Docusate Sodium, 50mg

CLEAR

Stool Softener

Vv Gentle, Effective
Constipation Relief

Vv Stimulant-Free & Dye-Free

42 Clear Soft Gels

Side Panel

| Exp. Date:

N



Colaceg
Docusate Sodium, 50mg

vV Dye & Preservative-Free
v Stimulant-Free
v No Artificial Sweeteners

Retain this carton for
Important information.
For added savings, visit:
colacecapsules.com

R54009

Dist. by: Atlantis Consumer Healthcare Inc.
Bridgewater, N) 08807 USA

Questions? 1-833-288-2684

©2025 Atlantis Consumer Healthcare Inc.
Colace is a registered trademark of Atlantis
Consumer Healthcare Inc.

Lot No.:
Exp. Date:

A0925



CoLACE.

Docusate Sodium, S0mg

Stool Softener

42 Clear Soft Gels

Do not use if imprintad seal
under cap is missing or damaged.

DOCTOR

RECOMMENDED
Stool Softener Brand

Drug Facts (continued)

Directions
= take only by mouth, Dases may be taken

v Dye & Preservative-Free
¥ Stimulant-Free
¥ No Artificial Sweeteners

Retain this carton lor

w store at 25°C (TT°F); excursions
permitted between 15°-30%C (53°-86°F).
® keep tightly closed.

m soft geds are imprinted with edible
dye-fres ink.

Inactive ingredients
qgedatin, glycerin, PEG 400, propylens ghycol,
sorbitol

colacecapsules.com

3" 67618 " 00000

Disk. by: Adlantis Consumer Healthcare Inc.
Bridgewater, NJ 08807 USA

Questions? 1-833-288-2684

2025 Atlantis Consumer Healthcare Inc.
Colace is a registered trademark of Allantis
Consumer Healthcare Inc.

RS40C7

DOCTOR

RECOMMENDED
Stool Softener Brand

Drug Facls

Active ingredien!  Purpose
{in each soft gel)
Docusate Sodum 50 M.

Uses
w refieves occasional consSpation
(reguiarityh

mgenerally produces bowel movement in
12 to 72 hours

Stool suftener

a5 a singh daily dose o in divided doses,

adults and children take 1-6 sot

12 years of age and over | gels daily

children 2 to under taka 1-3 soft

12 years of age gels daily

children under 2 years | sk a doctor Docusate Sodium, 50mg Docusate Sodium, 50mg
Other infarmation

u pach saft gel containg: sodium 3 mg

VERY LOW SODIUM

Stool Softener

impurlantlnturmat[un v Gentle, Effective
For added savings, visit: Constipation Relief

¥ Stimulant-Free & Dye-Free

42 Clear Soft Gels .

Warnings

Do not use

mif you are presently taking mineral oll,
uniess teld to do 50 by a doctor

Ask a doctor before use if you have
msiomach pain ®nausea m vomiting

m noticed a sudden change in bowel habits
that lasts gver 2 weeks

Stop uge and ask a doctor if

' you have rectal bleeding or fal 1o have a
bowel mowement after use of a laxative.
These could be signs of A serious
condition,

m you need 1o use a stool softener laative
for mave than 1 week

I pregnant or breast-feeding, ask a
health professional before Lise

Keep out of reach of children. In case of
owverdose, get medical heldp or contact a
Poison Control Center right away. }

Colaceg
Docusate Sodium, 50mg

CLEAR
Stool Softener
60 Clear Soft Gels

Do not use an imprinted seal under cap is missing
or damaged. See carton for additional information.

Dist. by: Atlantis Consumer Healthcare Inc. A0925
Bridgewater, NJ 08807 USA Questions? 1-833-288-2684
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Lot No.:
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7

ctive ingredient (in each soff gel) Sfop use and ask a doctor if m you Tiave recal Hleeding

; W Keep out of reach of children. In case of overdose, get
Do not use M if you are presently taking mineral o, . ; .
unless told 1o do 50 by a doctor g medical help or contact a Poison Control Center right away

Docusate sodium 50 3 or fail to have a bowel movement after use of a lative, | 5
—— These could be signs of a serious condition. m you needto | |

U/ses m relieves occasional constipation (iegularity) use a stool softener laxative for more than 1 week

m generally produces bowel movement in 12 to 72 hours I pregnant or breast-Teeding, ask a health professional

Warnings Docusate Sodium, 50mg I

mach pain mnausea mvomiting W noticed a Stool Softener in divided doses. Adults and children 12 years and over

a doctor before use if you have Directions: Take only by mouth as a single daily dose o
sto
sudden change in bowel habits that lasts over 2 weeks 60 Clear Soft Gels

1-3 soft els daily, Children under 2 years, ask a doctor,
psmm Each soft gel contains: sudmsmmmesgfgrn

take 16 soft gels daily. Children 2 to under 12 years take

Front Panel

#1 DOCTOR
RECOMMENDED
Stool Softener Brand

Colacep
Docusate Sodium, 50mg

CLEAR

Stool Softener

vV Gentle, Effective
Constipation Relief

Vv Stimulant-Free & Dye-Free

60 Clear Soft Gels

Side Panel

Colaceg
Docusate Sodium, 50mg

vV Dye & Preservative-Free
v Stimulant-Free
v No Artificial Sweeteners

Retain this carton for

| Lot No.:

| Exp. Date:



Important information.
For added savings, visit:
colacecapsules.com

R54011

Dist. by: Atlantis Consumer Healthcare Inc.
Bridgewater, N) 08807 USA

Questions? 1-833-288-2684

©2025 Atlantis Consumer Healthcare Inc.
Colace is a registered trademark of Atlantis
Consumer Healthcare Inc.
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Exp. Date:

A0925



Colaceg

Docusate Sodium, 50mg

CLEAR

| CoLace.

Docusate Sodium, 50mg

Stool Softener
60 Clear Soft Gels

Do not use if imprinted seal
under cap Is missing or damaged.

Drug Facts (continued)

Directions
witake only by mouth, Doses may be taken
a5 a single daily dase or in divided doses,

adults and children take 1-6 soft
12 years o age and over | gels daily
children 2 to under take 1-3 soft
12 years of aga gels daily
children under 2 years | ask a doctor
Other infarmation

m each soft gel contains: sodium 3 mg
VERY LOW SODUM

wstore at 25°C (77°F); excursions
parmitied babween 15°-30°C (58°-
mkeep tghtly closed.

m50ft gels are imprinted with edible
dhye-free ink.

86°F).

Inactive ingredients
gelatin, glycerin, PEG 400, propylens glyca,
sorbitol

Dist. by: Atlantis Consumer Healthcare Inc.
Bridgewater, NJ OBBOT USA

Questions? 1-333-288-2684

©2025 Atlantis Consumer Healthcare |nc.
Colace is a registered trademark of Atlantis
Gansumer Healthcare Inc.

A5

DOCTOR
RECOMMENDED
Stool Softener Brand

i DOCTOR ||
i e
! nd |1

CoLACE. COLACE.

Docusate Sodium, 50mg

¥ Dye & Preservative-Free
v Stimulant-Free
+ No Artificial Sweeteners

Retain this carlon for
important information.
For added savings, visit:
colacecapsules.com

67618 " 00007

Docusate Sodium, 50mg

Stool Softener

¥ Gentle, Effective
Constipation Relief

¥ Stimulant-Free & Dye-Free

60 clear soft Gels P

Stool Softener

100 Clear Soft Gels

R54011

Drug Facts

Active ingredient
in each soff gel)
B SOOI 50 Miesunes Stool sofiener

Purpose

Uses

mrefieves occasional constipation
(regularity)

mgenerally produces bowel movement in
12 to 72 hours

Warnings

Do not use

w if you are presently taking mineral oll,
unless told 1o do so by a doctor

Ask a doctor before wse if you have
mstomach pain W nausea W vomiting

w noticed & sudden change in bowel habits
that Lasts over 2 weeks

Stop use and ask a doclor il

= you have rectal bleeding or fail to have a
bowel mowement after use of a laxative,
These could be signs of a sesious
condition.

m o need 1 use a stool softenes lnxative
fior moee than 1 weak

I pregnant or breast-feeding, ask a
heakth professional before use,

Keep out of reach of children. In cse of
cvindese, get medical help of contact a
Poison Control Center right away, P

Do not use an imprinted seal under cap is missing
or damaged. See carton for additional information.

Dist. by: Atlantis Consumer Healthcare Inc.
Bridgewater, NJ 08807 USA Questions?




1-833-288-2684
R54367

Lot No.:
Exp. Date:

A0925

K pregnant or breasi-feeding, ask a
health professional before use.

Keap out of reach of children. In case of
mquummwwmm:ta
Polson Control Center right away.

you need 10 uss a stool softener lxative for more Do not use if imprinted seal under cap is missing  1-833-288-2684
1 week A0925 or damaged, See carton for additiona] information,

- Dirsctions: Take only by mouth as a
Warnings Docusate Sodium, 50mg single dally dose or In divided doses.
Do not use M If you are presently taking mineral oll, Adulis and children 12 years and over
less told to do s0 by a doctor take 1-6 soft gels dally. Children 2 to
a doctor before use If you have under 12 years take 1-3 soft gels daily.
stomach pain m nausea m vomiting m noticed a Children under 2 years, ask a doctor.
change In bowsl hablts that lasts over 2 weeks Each soft gel contalns: sodlum 3 mg
=== :I ? ..:m."""m':;' aﬁ” ; Stool Softener gipdteq
leeding or a move use
lavative. Thess couid be signs of  serious condiion. [T ilbdeS anwln m%mummmwuumm

R54367

\

RN,

Front Panel
VALUE SIZE

#1 DOCTOR
RECOMMENDED
Stool Softener Brand

Colaceg
Docusate Sodium, 50mg

CLEAR

Stool Softener

vV Gentle, Effective
Constipation Relief

Vv Stimulant-Free & Dye-Free

100 Clear Soft Gels



Side Panel

Colaceg
Docusate Sodium, 50mg

vV Dye & Preservative-Free
v Stimulant-Free
v No Artificial Sweeteners

Retain this carton for Important information.
For added savings, visit: colacecapsules.com

Dist. by: Atlantis Consumer Healthcare Inc.
Bridgewater, N 08807 USA

Questions? 1-833-288-2684

©2025 Atlantis Consumer Healthcare Inc.
Colace is a registered trademark of Atlantis
Consumer Healthcare Inc.

Actual size bottle
R54366

Lot No.:
Exp. Date:

A0925



COLACE.

Docusate Sodiem, 50mg

Stool Softener
100 clear soft Gels

Do nol use if Impﬂn!ad seal unllel' cap

M e MM ALUE SIZE VALUE SIZE VALUE SIZE
Active ingredient Furpase
{iin each soft gal)

R T - — —

Uses DOCTOR | DOCTOR DOCTOR
N IR RECOMMENDED RECOMMENDED RECOMMENDED
e ———————— 2 : Stosllgoﬂener Brand Stog:;?uﬁener Brand

Stool Softener Brand | | |
Warnings
(2 ol uze e
B i you are presenily taking mineral ol unless: old to
oo 50 by 2 doclor

Ask a doclor belore use If you hawe

Il
msiomach pain Mnausea @ vomiting mnoticed 2
sudden changs in bowel habits thai lasts over 2 wesks
Siop wie and ark a declar il
it Pt 2] e oF 5 1 P & Bxin]
Ve SMET Ut of B Roaitive, Thise could b sigra

of B Seni0us CONGton.
 You o o une oo solene e o than Docusate Sodium, S0mg _ Docusate Sodium, 50mg
W pregnant or breast-leeding, ask a health
professonal belore e,

Keap oul of mach of children. In case of overdoss,

fet medical help e ortact a Pson Conrel Center it | © | " Dy & Preservative-Free
Directions v Stimulant-Free

E.ﬁﬂﬂfhmmf‘””wm o ¥ No Artificial Sweeteners COMCE
e | TS, ; Stool Softener

12 years of age and over | Retain this cartod lor imporant information,

1 — For added smings, st colacecapsules.com Decusate Sodium, S0mg
bl Eoaia e Dist. by: Atrts Comsumer Hedltheare nc. + Gentle, Effective
| | firen veces 2 years | aska docio %ﬁﬁr ";,'{i%"m%s..t . Constipation Relief
| Ii 82025 tis Consamer Healthcars Iac, g
[ ?Jiﬁ‘:.:&’!ﬂ’?.fﬂif‘lm.z..mm ggm;;;mﬂ?mmw ¥ Stimulant-Free & Sl C e
N sioee a8 294G (T7°F); excursions permitied DyE'Free
: ?m;?ﬁﬁﬁ - 100 Clear Soft Gels
} |5 o0 ges are niprinind wim edie dye-rmt ink 100 clear soft Gcls.
| § lnactive Iﬂﬁmﬂ:&ﬂfs
gelatin, ghvcerin, PEG 400, propylene glycel, sorbiiol
L L 3™67618%0003 Actwal size bettle
RS4T6E
S :
| Exp. Date [
______________________ I
docusate sodium capsule, liquid filled
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:67618-111

Route of Administration ORAL

Active Ingredient/Active Moiety




Ingredient Name Basis of Strength Strength
DOCUSATE SODIUM (UNIl: FO5Q2T2JA0) (DOCUSATE - UNI:M7P27195AG) DOCUSATE SODIUM 50 mg

Inactive Ingredients

Ingredient Name Strength
GELATIN, UNSPECIFIED (UNIl: 2G86QN327L)
GLYCERIN (UNIl: PDC6A3C00X)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SORBITOL (UNIl: 506T60A25R)

Product Characteristics

Color BROWN (clear to light brown) Score no score
Shape OVAL Size 11lmm
Flavor Imprint Code CLR;50
Contains
Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
1 NDC07618-11L 4 i 1 carTON 01/07/1900
1 28 in 1 BOTTLE; Type 0: Not a Combination
Product
2 JDCO7618-1L 4 in 1 caRTON 02/01/2024
2 42 in 1 BOTTLE; Type 0: Not a Combination
Product
3 NDC67618 1L 1 in 1 caRTON 04/01/2024
3 60 in 1 BOTTLE; Type 0: Not a Combination
Product
4 ’;'(')DC:67618'111' 1in 1 CARTON 12/01/2025
a 100 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO007 01/07/1900

Labeler - Atlantis Consumer Healthcare, Inc. (118983925)

Registrant - atiantis Consumer Healthcare, Inc. (118983925)
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