SENNOSIDES AND DOCUSATE SODIUM- sennosides and docusate
sodium tablet
American Health Packaging

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.

Sennosides and Docusate Sodium Tablets
Natural Vegetable Laxative with Stool Softener
0462201/0621

Active ingredient (in each tablet)

Docusate Sodium 50 mg
Sennosides 8.6 mg

Purpose

Stool softener
Laxative

Uses
e relieves occasional constipation (irregularity)
e this product generally produces a bowel movement in 6 to 12 hours

Warnings

Do not use for more than one week unless directed by a doctor.

Ask a doctor before use if you

e have abdominal pain, nausea or vomiting

e are taking mineral oil

e have noticed a sudden change in bowel habits that lasts over two 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 may indicate 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 8 tablets in 24 hours

e Adults and children 12 years of age and older take 2 tablets once a day preferably at
bedtime; increase as needed, or as directed by a doctor; the maximum dose should
be 4 tablets in the morning and 4 tablets at bedtime

e Children under 12 years ask a doctor

Other information

e each tablet contains: calcium 20 mg, sodium 3 mg

e store at controlled room temperature

e Keep this and all drugs out of reach of children.

e FOR YOUR PROTECTION: Do not use if blister is torn or broken.

Inactive ingredients

cellulose, croscarmellose sodium, dicalcium phosphate, FD&C yellow #6 lake,
hypromellose, magnesium stearate, PEG, silica, talc, titanium dioxide.

PACKAGING INFORMATION

The drug product contained in this package is from NDC # 57896-555, Geri-Care
Pharmaceuticals Corp.

Distributed by:
American Health Packaging, Columbus, Ohio 43217

762201
0462201/0621A

Package/Label Display Panel - Carton - 8.6 mg/50 mg



NDC 60687-622-01

Sennosides* and Docusate Sodium Tablets
Natural Vegetable Laxative with Stool Softener

“Standardized Senna Concentrate

8.6 mg/50 mg

100 Tablets (10 x 10)
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Distributed by:
American Health Packaging, Columbus, Ohio 43217

762201
0462201/0621A

Package/Label Display Panel - Blister - 8.6 mg/50 mg

Senrn:-slﬁas and Dogusata

(01) 005 BOGET B22 11 3

Arssrzan e Packaging Daunbun, Dha 41217

Sennosidas and Docusate
Sodium Tabket
EBIEL'I'-I'&'&I ool Sottarar
8.6 mgsal m
[] I < s,

(01 003 BIEET E22 11 3

Armarcan Heaht Pad-aging, Cauntas, Ohea 42517

Sennodides and Docusake
Sodiurn Tabk
LEIBH'.IE'"E- o0l Soltarsar

T

(01) 00G BOGEY 22 11 8

Armaroan Haslt Pacaging Columbim, O 42347

Sennasides ard Docusale
Sediurn Tabl
Lamaliverzical Saftemer

(01) 00G BOEAY E22 11 8

Aran o HaATE Packaging. Cobrsbas, (e 4217

Sennasiges and Doswsalba

LEMS0 SAndx3
Lot 1234567

L95FEEL 07
Expiny: 05/21

LESD Andxg
Lot 12534567

LAGFETL 10
Expiry: 06/21

LEia0 Andx3

Lot 12 3456?

ABEFEEL 107
Expiry: 0G21

LUCERZL 007
LZian And<3
Expiry: 05721
Lat: 123455?‘

Hannosiges and Dogusata
Sodium Tablat
Lamabve 5300l Softanar
8.6 mg/s0 my
u .

(01) 003 B06BT B22 11 8

dirmerican Hasks Packaging Cobambum D 41247

Sennosides and Docusats
Sodium Tabkat
LamativesSaool Softanar
8.6 I‘.ﬂ &0

| I|
(01) 003 B0BBT E2211 8

Armaoan Hasks Padkagiag Coluntus, Ofea 41317

SﬁﬂﬂDBrdEE ﬂl"d Doz usatbe
Sodium T
LEIah'.IE\.'S.GIZIl Soltarsar

BB m m
A
|fI:I1'I 006 60687 E22 118

hrmerizar, Hasks Parkagiag Columbun, D 4127

S“HHIZISMES 'Ell"l'J Docus=ate
S-"‘dum
&I&h\l&'ﬁm| Solterear

it

(01) 003 B0BAT E22 11 8

e e HaNER Packagag, Cokambas, (e 42017

Sernasidas and Docusala

iurn Tab —m — P~ Sodium Tablke
Laxalivarsieal Salberar g = % q“?, Lazaliversical Saltemar
BEmgIE mg "y =3 8.6 mg/50 mig
£3 T frﬂﬂ It F
1[I0 22 5 i i

n-'.n '-'u-n'r Packagng c-'\:-'-m. ez 2N T nr.ﬁ 'h’l-n.'h P\ucn-:. l}'rrﬁa.l'& sxn?

Sennosides and Docusate
Sodium Tablet
Laxative/Stool Softener

8.6 mg/50 mg

SENNOSIDES AND DOCUSATE SODIUM

sennosides and docusate sodium tablet

Product Information



Product Type HUMAN OTC DRUG Item Code (Source) NDC:60687-622(NDC:57896-555)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SENNOSIDES (UNII: 3FYP5MOIJX) (SENNOSIDES - UNII:3FYP5MOI)X) SENNOSIDES 8.6 mg
DOCUSATE SODIUM (UNII: FO5Q2T2JA0) (DOCUSATE - UNI:M7P27195AG) DOCUSATE SODIUM 50 mg

Inactive Ingredients

Ingredient Name Strength
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
ANHYDROUS DIBASIC CALCIUM PHOSPHATE (UNII: L11K75P92))
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6I30)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
TALC (UNIIl: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color orange Score no score

Shape ROUND Size 9mm

Flavor Imprint Code PSD22

Contains

Packaging

# Item Code Package Description UL SIS Marketing End
Date Date

1 NDC:60687-622- 14 i, 1 BOX, UNIT-DOSE 08/03/2021

01

NDC:60687-622- 1 in 1 BLISTER PACK; Type 0: Not a Combination

s 11 Product



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

OTC monograph not 4334 08/03/2021

final

Labeler - american Health Packaging (929561009)

Establishment
Name Address ID/FEI Business Operations
American Health Packaging 929561009 repack(60687-622)

Revised: 8/2022 American Health Packaging
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