QUALITY CHOICE LAXATIVE- sodium phosphate, dibasic, unspecified form
and sodium phosphate, monobasic, unspecified form enema
Chain Drug Marketing Association

Quality Choiceg Enema Laxative

Drug Facts

Active ingredients (in each

118mL delivered dose) Purpose
Dibasic Sodium Phosphate 7 g | Sal|.ne

axative
Monobasic Sodium Phosphate Saline
199 laxative

Use
= relieves occasional constipation
» this product generally produces bowel movement in 1 to 5 minutes

Warnings

Dosage warning
Using more than one enema in 24 hours can be harmful.

For rectal use only.

Do not use
®= on children under 2 years of age

Ask a doctor before use if you

have already used a laxative for more than 3 days

have kidney disease, have heart problems, or are dehydrated
are 55 years of age or older

are on a sodium-restricted diet

have abdominal pain, nausea, or vomiting

have a sudden change in bowel habits lasting more than 2 weeks

Ask a doctor or pharmacist before use if you are taking any other drug. Take this
product two or more hours before or after other drugs. Laxatives may affect how other
drugs work.

When using this product

= do not use more than directed. Serious side effects may occur from
excess dosage

= do not use for more than 3 days, without asking a doctor



Stop use and ask a doctor if

= you have rectal bleeding

= you have no bowel movement within 30 minutes of enema use

= you have symptoms of dehydration (thirstiness, dizziness, vomiting, urinating less
often than normal)

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: 800-222-1222.

Directions (or as directed by a doctor)
Single daily dosage (per 24 hours)
Do not use if taking another sodium phosphate product.

Do not use more unless directed by a doctor. See Warnings.

Adults and children 12 years of 1 bottle once

age and older daily
Children 2 to under 12 years of Use Pediatric
age Enema

Children under 2 years of age DO NOT USE

Other information

= each 118 ml contains sodium 4.3 g

= store at 15 to 30°C (59 to 86°F)

= additional liquids by mouth are recommended while using this product

= Tamper Evident: DO NOT USE IF TOP OR BOTTOM FLAP OF CARTON IS TORN OR
MISSING.

Inactive ingredients

benzalkonium chloride, disodium EDTA, purified water

Questions or comments?
1-866-323-0107

Distributed by CDMA, Inc.
Novi, Ml 48375

PRINCIPAL DISPLAY PANEL - 133 mL Bottle Carton - 1 Bottle
NDC# 83324-292-45
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* Compare to the
Active Ingredients
in FLEET ® Enema

Enema
Laxative
Complete, Ready-to-Use

SODIUM PHOSPHATES
RECTAL SOLUTION

Not Made
with Natural
Rubber Latex

Comfortable,
Lubricated Tip

Works In
Minutes

1
Bottle
4.5 FI Oz (133 mL)
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Positions for using this
enema

Laft-side position: Lis on left side with

s>

Kneg-chest position: Kneel, then lower

head and chest forward until left side of

'am is resting on surface with left arm
comortably.

How to use this enema

B REMOVE PROTECTIVE SHIELD
BEFORE INSERTING.
Hold botte upright, grasping bottle cap with
fingars, Grasla protective shiald with othar
hard and pull gently to remowe,

/

B ADMINISTERING ENEMA:

+ With steady pressure, gantly insart
enema tip into rectumwith a slight
side-to-side movement, with tip
pointing toward navel. Insartion may
be easier i person receiving enema
bears down, as if hmnn%a biwel
mevement, Domg 50 helps rela
muscles arund anus.

+ Do not force enema tip into rectum,
Stogp using if tip is hard to insart.
Farcing the tip into the rectum can
cause injury (espacially if you have
hemerrhoids). |f enema tip causes
rectal bleeding or pain, get immediate
medical care.

+ Snueaze bottlke urtil nearly all liquid is
gone. [tis net necessary to empty
bottle completely, as it contains more
liquid than needad,

+ Remove tip from rectum and stay in
position until urPamwamm is
strong (usually Tto 5 minutes). if no
urge i felt after 5 minutes of using,
try toempty bowel, Call a doctor
promptly if no liquid comes out of the
rectum ater 30 minutes because
dehiydration could occur,

Bottle, cap and shield are
Not Made with Natural
Rubber Latex
Allergic reaction to materials

cantaining Latex is a Eming and
serious medical problem

knees bent and arms rasting cormfartakhy.
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NDCH 83324-202-45

Complete, Ready-to-Use

SODIUM PHOSPHATES
RECTAL SOLUTION

Not Made
with Natural
Rubber Latex

Comfortable,
Lubricated Tip

Works In
Minutes

Bottle
4.5 Fl Oz (133 mL)

1

CARTON SEALED
FOR SAFETY.

DO NOT USE
BOTTOM FLAP

IF TOP OR

Distributed by CDMA, Inc.
Mowi, Ml 48375
www.qualitychoice.com
Questicns: BOO-035-2362

Drug Facts

Actnre Hg)r‘_'_edtenh Purpose
Dbas: Sodium
Phosphats 79 ..
Monohasic Sodium
Phosphata 199 ..

...5aline laxative
... Baline laxative

Use

m religves occasional constipation

= this product gensrally produces bowial
movament in 1 to 5 minutas

m::;'gsﬂ Usi| hal
warning: mora than one
enema in 24 hlt:ul.n :.url?be harmful.

For rectal usa only.

Do not use

m on children under 2 years of age

MAsk a doctor before use if you

= have already usad a laxative for more
than 3days

= have kidney dissass, have heart
problams, ormdahydrai ad

mare 55 years of aga of older

m are on @ sodium-festrictad diet

= havia abdominal pain, maussa, or vomiting

= have a sudden change in bowsl habits
lasting more than 2 weeks

Ask a doctor or pharmacist before use

if you are taking any other drug. Take this
product two or more hours before or after
oﬁthardmg;. Laxatives may affect how other
drugs wioi

‘When using this product
= do not use more than directed. Serious
side effects may occur from excess

L] nnﬂlsa for mora than 3 days, without
asking a doctor

Stop use and ask a doctor if
= you have rectal bleading
 you have no bowal mmramamvmmn a0
rnmutes of enema usa
u have symptoms of dehydmtion
irstiness, dizziness, vomiting, urinating
oftan than narmal)
Thesa symptoms may indicate a serous
condition.

if pregnant or breast-feeding, ask a health
professional before use.

out of reach of children. If

, gat madical help or contact a
Poison Confrol Cantar right away:
B00-222-1222. »

Complete, Ready-to-Use

SODIUM PHOSPHATES
RECTAL SOLUTION

Drug Facts (continued)

S.Bi'rrehcgﬂrm foras [g:ruuuya}dxm
rqm use if uldng another sodium

m sphate prod
not use more mhss directed by a
doctor. See Warnings.

Adults and childran 1 bottla
12 years of age and older onca daily
Children 2 to Uee Pediatric
undar 12 years of aga Enema
Children undar
2years of aga DO NOT USE
Other information

u aach 118 ml contains sodium 4.3 g
wstore at 15 to 30°C (59 10 86°F)

u additional liquids by mouth are
recommendad while usin thls moduct
a T Evident: DO WOT USE IF TOP
CR BOTTOM FLAP OF CARTON 13

TORM OR MISSING.

Inactive ingredients
benzalkonium chioride, disodium EOTA,
purified water

Questions or comments?
1-866-323-0107

* This product is net manufactured or distributed
by C.B. Fleat Company Inc.. ownar of the
registered trademark FleaiE,




PRINCIPAL DISPLAY PANEL - 133 mL Bottle Carton - 2 Bottles
TWIN PACK

QCe
QUALITY
CHOICE

NDC# 83324-293-90

* Compare to the
Active Ingredients
in FLEET ® Enema

Enema
Laxative
Complete, Ready-to-Use

SODIUM PHOSPHATES
RECTAL SOLUTION

Not Made with
Natural Rubber Latex

Comfortable,
Lubricated Tip

Works In
Minutes

2
Bottles
4.5 FIOz (133 mL) Each
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Positions for using this
enema

Let-side pasitiore Lie on left sidewith
knees berk and arms resting comfartably.

TWINPACK

HDCH 23324-293-90

Krwee-chest position: kneel tren kower * Compare to the
head and chest forward umtil keft slde of Active Ingredients
face 5 resting on surface with l2ft arm in FLEET2?Enema

Folded comfartably.
Complete, Ready-to-Use

How to use this enema
B REMOVE PROTECTIVE SHIELD

SODIUM PHOSPHATES
RECTAL SOLUTION

BEFORE INSERTING.

Hald bottle updhe, grasping batte cap with
ﬁngncna:umtemeﬂldmm otrer
hand and pull genty bo remare.

/

B ADMIMISTERING ENEMA:

+ With seady pessume, gently Fesrt
&nema tip Inko . ctum with a slight
side-t-5kde maement, with tip
pointing toward navel Irsertlu'nrrar
b= easkr IF person rece k)

E=ars down, as If hawing a ulel
moEment. angs:uh!- e relze
mriiscles anound anus.

» Do ok foroe enema tip Imta rectum.
stnpuslrﬁefﬂpls hard toInsert.
Farcig £ tlu Inko the recturm can
cause In lalky fyou hawe
hemoirhi 5].| enema tip caums
rectal bleeding or pain, get Immediate

Not Made with
Natural Rubber Latex =

Comfortable,
Lubricated Tip

e it mmaly all il Works In
mgsmeﬁJn :%Trﬁ mare Minutes

liquid than reeded.
» Remawve tip from rectum and stay In
pnstlﬂnu'tl u tneramabels

rf! E rinutes IF o
urge 5 15 minkes of using,
bowel. Call a doctor
prmgtl'_.' ni liguid cames out of the
rechum after 30 minubes because
detrydration coukd accur.
Bottle, cap and shield are
MHot Made with Natural
Rubber Latex

Ale i rezction to materals
ning La'bmtlsagrmlng ard

mnm.nsrnadbalnm m
Bottles
45 Fl Oz (133 mL) Each




BOTTOM FLAP
IS TORN OR

CARTON SEALED
FOR SAFETY.
MISSING.

DO NOT USE
IF TOP OR

Enema

Complete, Ready-to-Use
SODIUM PHOSPHATES

RECTAL SOLUTION

Complete Enema
in a Disposable
Squeeze Bottle

with Soft,
Pre-Lubricated Tip

Probactive Shiakd
Prewants
Contamination

Comifortabla,
Lubricatzd Tip
for Easa of
Irsertion

Ome-Way
sakly
Valve
Cantrols
Flow And
Prewants
Rerflux

MCThg
ol ‘4 Distributad by C.OMA, Inc.&
- = ATI57 W O Mik Rd
! & Howl, Ml 48375

L wearw . quality cholcacom
ﬂ‘b“ﬂa.‘ Quastions: BO0-B35-2352

Dﬁ Facts

Active ingredients dose) Purpos
o [l each 118 mL dellvered &
Dibesie Sodium Ph -th TS — - 1|, " T

Monobasic Sodlm PROSPNELE 180 oo e e SN 5 YE

Use

B [ eves oocaskonal mnﬂlpanm

= thils product generally produces bowel movamant In 1 ta 5 minubas

Wa

Dﬂﬂﬂ 'Uﬂlﬂg: I.IIH'IQM than cne enama In 24 hours can be harmul

Far rectal ugs only.

Do not use m on childran under 2 years of age

Ask a doctor betors uss I you

= have already ussd a kmthe for mors than 2 days

u have kkdney disaasa, have haart problames, of ane dehydralsd
e B5 years of age of older

m a8 on & sodum-restiched dist

= hawe abdominal paln, nausea, ar vomiting

In b hablis lasting more than 2 waeks

= [Eve 4 sudden

Ask a doctor or pharmacist before use If you are taking any oiher dng. Taks this
Fll'{lutt'l'{l o more muamoreoramroﬂ?gr“dmga. Lﬂmmﬂ]‘ aflect how
thar drugs work

When using this product

= do not uss more than directed. Serlous slde effects may occur from excess

B ot
u o nof use for more than 2 days, without asking & doctor

Stop use and ask a doctor If

= you have ractal bisadg

= iyl have no bowsl movementwithin 80 minues of anema uss

= yau hieve symptams of dehydration (ihistiness, dzziness, vomiing urnating less
ftan than normeal)

Thess symptoms may Indicats a ssrious condtion.

If pregnant or breast-feeding, ask a health professioral bafore uss.

Keep out of reach of children. [ swalowsd, get medical help of contect a Polson
Confrol Cantar dght away: BI0-222-1222.

Directions (or as directed by &
Single dally dosage (per 24 hours)
Do ot sa mars uRiEes cireciad by & Gocior. Sae WAHIRgS.

Adults ard chikdren 12
dmwmm 1 bottie oncs dally
Chikdren 2 to under 12 years of aga Ugs Pedalric Ensma
Chikren under 2 yeers of age Do NOT USE
dy
Other information

= gach 118 mil contalng sedium 4.29

m gtoa at 15 to 30°C (59 o

= addiional kquids by mouth are recommended while Lﬂrﬂiéllﬂ ouct

uTa Evident: MOT LISE IF TOP OR BOTTOM F F CARTON 12
TORN QR MIZEING.

Inactive dients
berzalkonium chiaride, discdium EDTA, purified wasr

Guestions or commenis? 1-865-323-0107

* Thiz nmdut lo nnt hui* B nr ramar aftha rankdorod
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QUALITY CHOICE LAXATIVE

sodium phosphate, dibasic, unspecified form and sodium phosphate, monobasic, unspecified form

enema

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration RECTAL

Active Ingredient/Active Moiety

Ingredient Name

SODIUM PHOSPHATE, DIBASIC, UNSPECIFIED FORM (UNII:
GR686LBA74) (PHOSPHATE ION - UNII:NKO8V8K8HR)

SODIUM PHOSPHATE, MONOBASIC, UNSPECIFIED FORM (UNI:

3980JIH2SW) (PHOSPHATE ION - UNII:NKO8V8K8HR)

Inactive Ingredients

Ingredient Name
Benzalkonium Chloride (UNIl: FSUM2KM3W7)
EDETATE DISODIUM ANHYDROUS (UNII: 8NLQ36F6MM)
Water (UNIl: 059QFOKOO0R)

Packaging
# Item Code Package Description

NDC:83324-292-

145

1in 1 CARTON

Product

Marketing Information

133 mL in 1 BOTTLE; Type 0: Not a Combination

NDC:83324-292

Basis of Strength Strength
SODIUM PHOSPHATE, DIBASIC, 79

UNSPECIFIED FORM
SODIUM PHOSPHATE,

in 118 mL
199

MONOBASIC, UNSPECIFIED FORM in 118 mL

Marketing Start
Date

06/01/2010

Strength

Marketing End
Date




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

OTC monograph drug M007 06/01/2010

QUALITY CHOICE LAXATIVE

sodium phosphate, dibasic, unspecified form and sodium phosphate, monobasic, unspecified form
enema

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83324-293
Route of Administration RECTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM PHOSPHATE, DIBASIC, UNSPECIFIED FORM (UNII: SODIUM PHOSPHATE, DIBASIC, 7g
GR686LBA74) (PHOSPHATE ION - UNII:NKO8V8K8HR) UNSPECIFIED FORM in 118 mL
SODIUM PHOSPHATE, MONOBASIC, UNSPECIFIED FORM (UNII: SODIUM PHOSPHATE, 19¢g
3980JIH2SW) (PHOSPHATE ION - UNII:NKO8V8K8HR) MONOBASIC, UNSPECIFIED FORM in 118 mL

Inactive Ingredients

Ingredient Name Strength
Benzalkonium Chloride (UNIl: FSUM2KM3W7)
EDETATE DISODIUM ANHYDROUS (UNII: 8NLQ36F6MM)
Water (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
1 (0C1833242937 5 in 1 carTON 06/01/2010
1 133 mL 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 M007 06/01/2010

Labeler - chain Drug Marketing Association (011920774)

Establishment



Name Address ID/FEI Business Operations
Natureplex LLC 062808196 MANUFACTURE(83324-292, 83324-293)

Revised: 12/2024 Chain Drug Marketing Association
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