FLEET- mineral oil enema
C.B. Fleet Company, Inc.

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.

Fleet Mineral Oil

Drug Facts

Active ingredient (in each 118 mL delivered dose)
Mineral oil 100%

Purpose

Lubricant laxative

Uses

s for relief of fecal impaction

s forrelief of occasional constipation

= for removal of residue after barium administration

This product usually produces a bowel movement in 2 to 15 minutes.

Warnings

For rectal use only

Do notuse

when abdominal pain, nausea, or vomiting are present unless directed by a doctor

Ask a doctor before using this product if you
® have a sudden change in bowel habits lasting more than 2 weeks
® already used a laxative for more than 1 week

Stop use and ask a doctor if you have
= rectal bleeding
®= no bowel movement within 15 minutes of using this product

These symptoms may indicate a serious condition.

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Directions



Single Daily Dosage (per 24 hours)

adults and children
12 years and over
children
2 to under 12 years
children
under 2 years

1 bottle per day
one-half bottle

DO NOT USE

Other information
® sodium-free

s for complete Professional Use, Warnings and Precautions, consult the Reference Safety Information
on our website

Questions?
1-866-255-6960 or www.fleetlabs.com

PRINCIPAL DISPLAY PANEL
Fleetg

Mineral Oil
enema

lubricant laxative
1 bottle - 4.5 FL. OZ (133 mL)



Complete enema in a
disposable squeeze
bottle with soft,
pre-lubricated Comfortip®

Protective shield
prevents
conlamination
Bottle sealed for
safety

Pre-lubricated
Comfortip® for
zasa of insertion
One-wary salety
vahie controls

flow and prevents
refiue

—] Easy Squeaze* bottle
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How to use this anama:

B With steady pressum, gently insert
enema tip imto recthum with & shight
side-to-side moverment, with tip
pointing toward navel, Insarkicn may
be easiar il person recesving ensma
bears down, as i having & bowel
mavamean. This heips relax tha
muschd around the anus.

B Squesrs boltle until neady all liguid
I8 gone. Wi nol necessary to emply
the bottle compleleh, as it containg
maore fiquid than needod.

B Romove Comiortip® from rectum
and maintain positicon unlil urge
1o evacuale is sirong {ussaly
2 1o 15 mindes).

W Do not retain anema solution for momo
than 15 minusos.

W If constipation continues after one
weeh of use, contact your doctor.

Positions for using this enema:

W Lefi-side position: Lis on lef side
wilh ke bent, and arms resting
coemiortably.

A hn

W Knowe-chast posithon: Kneed, then
lower head and chast fonward wmtil
et side of face is resting on surface
with left arm folded comiortably,
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Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

RECTAL

Active Ingredient/Active Moiety

Ingredient Name
MINERAL OIL (UNIL: TSL8 T28 FGP) (MINERAL OIL - UNILTSL8 T28 FGP)

Item Code (Source) NDC:0132-0301

Basis of Strength
MINERAL OIL

Strength
100 g in 100 mL




Packaging

Marketing Start  Marketing End

# Item Code Package Description Date Date

NDC:0132-0301- 133 mL in 1 BOTTLE, WITH APPLICATOR; Type 0: Not a

1 40 Combination Product

05/01/2002

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part334 05/01/2002

Labeler - c.B. Fleet Company, Inc. (003119054)

Revised: 1/2021 C.B. Fleet Company, Inc.
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