SENNA-LAX- sennosides tablet, film coated
SENNOSIDES- sennosides tablet, film coated
Major Pharmaceuticals

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.

1122 - Major

Drug Facts
Active ingredient (in each tablet)
Sennosides 8.6 mg

Purpose

Laxative

Uses
® relieves occasional constipation (irregularity)
e generally causes a bowel movement in 6-12 hours

Do notuse
e laxative products for longer than one week unless directed by a doctor

Do notuse

laxative products for longer than one week unless directed by a doctor

Ask a doctor before use if you have

stomach pain

nausea

vomiting

noticed a sudden change in bowel habits that continues over a period of 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 may indicate a serious condition.

If pregnant or breast-feeding,

ask a health care 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 preferably at bedtime or as directed by a doctor

age starting dosage maximum dosage



Adults and children 2 tablets 4 tablets

12 years of age and older once a day twice a day
Children 6 to under 1 tablet 2 tablets
12 years of age once a day twice a day
Children 2 to under 1/2 tablet 1 tablet
6 years of age once a day twice a day
Children under ask a doctor ask a doctor

2 years of age

Other information
e Fach tablet contains: Calcium 25 mg [
e Store at room temperature

Inactive ingredients

croscarmellose sodium, dicalcium phosphate, hypromellose, magnesium stearate, maltodextrin,
microcrystalline cellulose, mineral oil, polyethylene glycol and talc

Questions or comments?

(800) 616-2471

Tamper Evident:

Do not use if sealed blister units are broken or damaged.
Product color may slightly vary

due to natural changes of ingredients.

Distributed by:

MAJOR® PHARMACEUTICALS

17177 N Laurel Park Drive, Suite 233

Livonia, MI 48152

NDC 0904-6725-59

MAJOR®

Senna Tablets

Natural Vegetable Laxative Ingredient

For Gentle, Predictable Relief of Constipation
Compare to the active ingredient in Senokot® Tablets*
Sennosides 8.6 mg EACH

100 TABLETS



Drug Faets (continued)

Other information
M each tablet contains:calcium 25 mg, sodium 1 mg (VERY LOW SODIUM)
W store at 25°C (77°F), excursions parmittad hatwean 15— 30°C (59 86°F)

Inactive ingredients croscarmellose sodium, dicaleium phosphate, hypromelloss, magnasium
staarats, maltodaxtring microcrystalling callulogs, minsral ol polyathylans glycol and tale

Questions or cominents? (800) 616-2471

*This product is not manufacturad or distributad by Purdus Products LP.,
owiner of the registered trademark Senokot

Distributed by: MAJOR® PHARMACEUTICALS

1777 M. Laural Park Drive, Suita 233, Livonia, M| 48152, USA

Re-order Mo, 700912 Rew. 0948 M-29
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Drug Facts (continued)

If pregnant or breast-feeding, ask a health professional befors use
Keep out of reach of children. In case of ovardose, gat madical help or contacta Poison
Control Genter right away.

Directions mtake nreferably at badtime or as directed by a doctor

age starfing dosage maximum dosage

adults and childran 12 years of
ags and ovar

2 1ablets oncs a day 4 tablats twice a day

childran 6 to undar 12 yaars 1 tablet ones a day 2 tablats twice a day
childran 2 to undar 6 yaars 1/2 tablat once aday | 1 tablet twice a day
children under2 years ask a doctor ask a doctor -
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Formula ! m Each tablet contains: Caléium 25 mg m Store at room temperature
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bowel movement after use of a laxative.
These may indicate a serious condition
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Keep out of reach of children. In case of overdose, get medical help or

Tamper Evident:

S E N N A LAX Do not use if sealed blister units are broken or damaged.
=

H contacta Poison Control Center right away.
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SENNA-LAX

sennosides tablet, film coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0904-6522

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SENNO SIDES (UNIL: 3FYP5MOUX) (SENNOSIDES - UNIL3FYPSMO X)) SENNOSIDES 8.6 mg
Inactive Ingredients
Ingredient Name Strength

CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)
DIBASIC CALCIUM PHO SPHATE DIHYDRATE (UNIl: O7TSZ97GEP)
HYPROMELLO SES (UNIL: 3NXW29V3WO)




TALC (UNIL: 7SEV7J4R1U)

MAGNESIUM STEARATE (UNIL: 70097M6130)
CELLULOSE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
LIGHT MINERAL OIL (UNI: N6 K5787QVP)
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
MALTODEXTRIN (UNIl: 7CVR7L4A2D)

Product Characteristics

Color brown Score no score

Shape ROUND Size 9mm

Flavor Imprint Code 1122;1122

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0904-6522-61 10 in 1 BOX 03/07/2016

1 10 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part334 03/07/2016

SENNOSIDES

sennosides tablet, film coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0904-6725

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SENNO SIDES (UNII: 3FYP5MO1JX) (SENNOSIDES - UNIL:3FYPSMO 1J X) SENNOSIDES 8.6 mg
Inactive Ingredients
Ingredient Name Strength

CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)

DIBASIC CALCIUM PHO SPHATE DIHYDRATE (UNIL: O7TSZ97GEP)
HYPROMELLO SES (UNIL: 3NXW29V3WO)

TALC (UNIL: 7SEV7J4R1U)

MAGNESIUM STEARATE (UNIL: 70097M6130)



CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
LIGHT MINERAL OIL (UNII: N6 K5787QVP)
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
MALTODEXTRIN (UNII: 7CVR7L4A2D)

Product Characteristics

Color brown Score no score

Shape ROUND Size 9mm

Flavor Imprint Code 1122;1122

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0904-6725-80 1000 in 1 BOTTLE; Type 0: Nota Combination Product 12/20/2018

2 NDC:0904-6725-59 1in 1 CARTON 12/20/2018

2 100 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part334 12/20/2018

Labeler - Major Pharmaceuticals (191427277)

Revised: 4/2019

Marketing End Date

Major Pharmaceuticals
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