STOOL SOFTENER- docusate sodium capsule, liquid filled
Geri-Care Pharmaceutical Corp

Active ingredient (in each softgel)

Docusate Sodium 100 mg

Purpose

Stool Softener

Uses
e relieves occasional constipation (irregularity)

e 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

e do not exceed recommended dose

e adults and children 12 years and older: take 1-3 softgels daily, usually 1 softgel daily
after the first bowel movement, or as directed by a doctor.

e children under 12: ask a doctor

Other information



sodium 7 mg. Very low sodium

e store at 59°-77°F (15°-25°C)

* keep tightly closed
 Tamper Evident

* each softgel contains

Do not use if imprinted seal

under cap is missing or broken.

ients

d
FD&C red #40, FD&C yellow #6 (sunset yellow), gelatin, glycerol, PEG, sorbitol special,

water.

ive ingre

Inact

Questions or comments?
1-800-540-3765

Package Label

(9 Séqzo%mm ¢

SEZ80 A3H

10280 N ‘POOMaNET ‘any UIQMOL S621
dH00 STVYILLNIOVWHYHS JUYD-1H39 A9 "1SI0
BIUBLIOY JO JONposd

"@39%109 Yewapes pausisiBal au Jo Jaumo auy
fq panguysip Jo painjaeynuew jou sijanpod siy 1,
59/£-015-008-1 ¢ S)aWW09 1o suonsanp
Jagem paylind ‘[e1oads joyg.os ‘93d
‘l0Ja2fi6 ‘unejab ‘(mojak 19suns) 9# mojek 9904
‘Ob# pas 9904 SpuaIpaibul aaloeu|
*U8Y04q Jo Buissiw 1 deo Japun
[BaS pajuudwl y asn Jou oq:uapIA ladwe] «
pasofd Apubiy deay e (D.62-0G1) Jol /-oB5 1B 21015 »
wnipos mo| fuap B 2 wnipos suieyuod |ab)jos Yaea
uoneuLiojul 1aiQ
J0JI0P BYSB :Z| J8pUN UIPJIYD »
*10J20p © Aq PajoalIp SB IO ‘JUSLSAOL
[amoq 11} auy Jaye Ajrep 86yos | Ajrensn “Kjep
s1afiyos g- | 8} 1J9p|0 puB SIBak Z| UsIp|Iyd pUB SYNPE «
350p PapuBLILI0Ia) PI30Xa J0U 0P « SUONI8II]

“feme Wbl Jajuag jujuog uosiod B JIBIU00 Jo djay [eapaw

100 “as0pJan0 J0 aSEI U] "LaIP|IYo Jo Loeal auj Jo 1no deay

"98N 2I0Jaq

[euoissajoad Uy esy B yse ‘Buipaa)-}sealq Jo Jeubaid |

%aam | uey) Jabuoj Jo} anjeXe| B 2SN 0} paau nok «
"UOINPUOD SNOLIAS B J0 sufiis aq pinod asauy L

JUBLWANOLW [3MOq B 8ney 0} |1By Jo Buipasig [e1oal aaey nok e

11 10j00p € Yse pue asn dojg

10 [esauiw Bupey Auasaid aie « SHaaM Z J8AD

Joy sise] Jeyl sjigey [amoq uj aBiueyd uappns e paoljou «

Bupiwon Jo Basneu ‘Uied YIBLWOLS BABY o

nof J1 asn alojaq 10jaop e ¥sy

shuney

SIN0Y g/ 0} 2| Ul juaLuaaoww jpmoq seanpoud Kjrisudb
(fyenBia.) uoRed)SUD [BUOISBIIN SIAB|[3I  53S[]

Jauayos joojg Bl Q0L Wwnpos a1esnaog
asoding (1261jos yoea ui) Jusipaibiul eAnay
spoeq g
:w | e= g0E
m o M S m.
g < | 852 8
“ Q =] = mm.”. Loy
=} e =HES B
=
AL ¢
Vv 2 mm ]
o | T
w () m
\_ o vV Ao

B

STOOL SOFTENER

docusate sodium capsule, liquid filled

Product Information

Item Code (Source) NDC:57896-401

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

DOCUSATE SODIUM

Ingredient Name
DOCUSATE SODIUM (UNIl: FO5Q2T2JA0) (DOCUSATE - UNII:M7P27195AG)

100 mg

Inactive Ingredients

Strength

Ingredient Name

FD&C RED NO. 40 (UNIl: WZB9127X0A)



GELATIN (UNII: 2G86QN327L)

GLYCERIN (UNIl: PDC6A3C00OX)

POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
SORBITOL (UNIIl: 506T60A25R)

WATER (UNII: 059QFOKOOR)

FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
MANNITOL (UNIl: 30WL53L36A)

Product Characteristics

Color red (reddish) Score no score
Shape OVAL Size 12mm
Flavor Imprint Code SCuUl
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date

1 NDC:57896-401- 1000 in 1 BOTTLE; Type 0: Not a Combination 09/01/2020

10 Product
2 NDC:57896-401- 100 in 1 BOTTLE; Type 0: Not a Combination 09/01/2020

01 Product
3 NDC:57896-401- 30 in 1 BOTTLE; Type 0: Not a Combination 09/01/2020

03 Product
a NDC:57896-401- 200 in 1 BOTTLE; Type 0: Not a Combination 09/01/2020

20 Product
5 NDC:57896-401- 250 in 1 BOTTLE; Type 0: Not a Combination 09/20/2020

25 Product
Marketing Information

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

OTC Monograph Drug MO007 01/01/2000

Labeler - Geri-care Pharmaceutical Corp (611196254)
Registrant - Geri-care Pharmaceutical Corp (611196254)

Revised: 10/2023 Geri-Care Pharmaceutical Corp
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