Wralax®
Polysthylana Glycol 3350, NF
Povder

DESCRIPTION

A white powder for recongifiution. MiraLax (polyethylena
glycol 3350, NF) is a synthetic polyglycol having an aver-
2ge molecular weight of 3350, The actual molecular weight

! 15 not less than 90.0 parcant and not reatar than 110.0

percent of tha nominal value. The chemical formula Is

HO(C,H,0),H in which n reptesents the average aumber of
| oxysthylans groups. Below 55°C Itis a free flowing white

powder fraaly soluble in water.

Miralax i6 an osmotic agent for the traatment of constipa-
tion.

CLINICAL PHARMACOLOGY

Pharmacology: Miralax 1 as cemotic agent which

_ causes water 16 ba retained with the etoo!.
. Essantially, complate recovery af Miralax was shown in

normal subjacts without constipation. Attampts at recovary
of MiraLax In constipated patients resutted in incompiete
and highiy variable racavery. In vitro study showed indi-
rectly that MiraLax was not fermented into hydrogen or
methane by the colonic microfiora in human faces.
MiraLax appsars to have no effect on the active absorption
or sacretion of glucose or electrotyins. There is no evi-

| dence of tachyphylexis.

CLINICAL TRIALS

in one study, patients with less than 3 bowel movemsnts
per week wera randomizad to MicaLax, 17 grams, of
placebo for 14 days. An Increase in bowel movement fte-
quancy was ohserved for both traatment groups during the
firgt week of treatment. Miralax was atatistically suparior
1o placebo during the second waek of traatmant.

In another study, patisnts with 3 bowel movements or less
par waak and/or lass than 300 grams of stool per week
wara randomized to 2 dose levets of Miralax of placabe for

© 10 days each. Success was Gefined by an increase in both

howel movement fraquenty and dally stool weight. For

poth parametars, supsriarity of the 17 gram dose of

MiraLax ovet placebo was demonstrated.

INDICATIONS AND USAGE

for tho traatmarit of oocasional constipation. This product

should be used for 2 weeks or less or as directed by 8

physiclan.

CONTRAINDICATIONS

MiraLax Is contraindicated in patients with knrown 0f sus-

pected howel obstruction and patients known to be allergic

1o polyethylene giycol.

WARNINGS

Patierts with symptoms suggestive of bowel obstruction

(nausea, vomiting, abdomindd pain or distentian) should ba

gzaluatsd to rule out this condition befora initiating MiraLax
erapy.

. PRECAUTIONS

~ General: Patients presenting with complaints of constipa-
" tion should have a thorough medical history and physical

" examination to detact associated metaholic, endocring and

neurogenic conditions, and medications. A diagnostic eval-
yation should include a structural axamination of the colon.
Patiants shoukl be sducated about good defecatory and
gating habits (such as high fiber diets) and Kfestyle
changes {adequate dietary fiber and fiuid intake, reguiar

| axarciss) which may produce more regular howel habits.
1 miralax should be administered dissoived in approximataly

8 ounces aof water.

intarmation for Patients: MireLax goftans the stool and
Increasas the fraquency of bowel movaments by reteining
water In the stool, it should atways be taken by mouth after
being dissoived In 8 ounces of water. Shotd unusua
cramps, bloating, of diaiThea occur, consuft your physiclan.
Two tn 4 days may ba required to produce a bowal move-
ment. This product should bs used far 2 weeks or less or
as diracted by a physitian. Prolonged, frequent or axces-
give Use of MiraLax may resuit in electrolyte imbalancs and
dapantonce on laxatives.

Laboratory Tests: No clinicalty significant ¢ffect on tabo-
ratnry tests have basn demonstrated.

Drug interactions: No specific drug interactions have

© been damonstrated.
Carclnogenasis, Mutagenesls, Impalrmant of Fertiiity:

Lang term carcinoganicity studies, genstic toxicity studies
and reproductive toxictty studles in animals have not besn
performed with MiralLax.

Pragnancy: CategoryC. Antmal repraductive studias have
not been nenonnodwlmmnm.ltlsmmtkmwn
whether MiraLax can cause fotal harm whan administered
to a pregnartt woman, or can effact reproductive capacity.
MiraLax should onty ba administered to 3 pregnant waman
if eioarly neadsd.

Padiatric Use: Safety and effectivensss in pediatric
patients has nat been esteblished.

Garlatric Use: There Is no evidance for spacial consldera-
tions when MiraLax |s administered fo elderty patients.

in getiatrlc nursing home patients a higher Incidence of
diarthea occlrred at the recommended 17 g dose. f diar-
thes occurs MiraLax should be discontimied.

ADVERSE REACTIONS

Naligea, abdominal bioating, cramping and fiatulence may
occur, High doses may produce diarmhea and excessive
stool frequency, particulary in eiderly oursing home
patients.

patients taking other medications containing polyethylane
glyca! have occasionally developed urticaria siggestive of
ah atlerglc reaction.

QVERDROSAGE

Thera have baen no regorts of accidental ovardosage. In
the avent of overdosage diarrhea would ba the gxpected
major avent. If an overdose of drug occuired without con-
comitant ingestion of fiuid, dehydration due to diarThea
may result. Medication shoutd be torminated and free
water administered. Tha orsi L Dgg 18 >50 gm/Kg in mice,
rats and rabblts.
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: The usual doge |5 17 grams (gbout 1

DOSAQE AND ADMINISTRATION

heaping tablespoon)

of pawder per day (orasaramdbyphysleian) In 8 ouncas

of water. Each bottia of MiraLax is supplied with a measur-
cap markad to contain 17 grams of laxative powdar

whan fillsd to the indicatad line.

Two to 4 days (48 to 96 hours) may ba required t0 produce

2 howel mavement.

HOW SUPPLIED

in powdered form, for oral administration after dissofution

0 water. MiraLax is available in two packaga sizes; 8 14

oz. contalner of 255 grams of Jaxative powder and a 26 07.

contalnes of 527 grams of laxative powder.

Tha cap on each bottie i marked with a measuring line

and may be usad to measure & single MiraLax dose of 17

grams (about 1 heaping tablagpoon).

Rx anly

STORAGE

Stora at 25 dagrees C (77 degrecs F); excursions permitied
to 15-30 degrees C (59-86 degreas F). Sad USP “Con-
trotied Room Temparature.”

Distributed by Braintrea Lahoratosles, Inc., Braintree, MA

. 02185
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PATIENT INFORMATION

siraLax® (Polysthylene Giycol 3350, NF Powdan) Is a pre-
acription only laxative which nhas baen prescrived by your
doctor to treat constipation. Thia product ehauld only be
used by the person for whom it was prascrived.

How to toke
nmdoseisﬂmnacndayomdlmc\edbyphyucm.
t should alwaya be taken by mouth. Measurs 0ha dose
using the measuring cap (or use one heaping tablespoan of
powdan, stir and dissolve ina glass (8 02) of water. Taking
more than th prescribed dose may cause loss of fluid due
to severe diarrhed.

How wiil it work

MiraLax softens tha stoal and increasas the frequency of
bowal movements by rataining water in the stool. Your first
powsl movemant will usually happen in two to four days,
although results may vary {or indivigual patients.

How long should | take it
MiraLax achioves t5 best results when used petween ane

your physician. Miralax is intended for up to 8 two week
caurse of therapy. You should not use for a longer time
uniess ditected by your doctof.

Next Stops

Adtor successtully completing the Miret.ax tharapy (usually

. betwash ons and two weeks) pleass discuss with your

doctor ifastyle changes which may produce mare ragular

: powe! habits (adequate dietary and fluld intaks, reguler

exercise).

who Should NOT take MiraLax

MiraLax stiould not ba used by children. it should not be
uged by pregnant women uniess prascrited by a phiysiclan.
Side Effecta/Dinig Reactions

Occasionally, Mirel.ax may caute nausea, stomach full-
nass, cramging, diarhea and/or gas. Do not take it you
have symptoma cuch as nausea, vomiting, abdominal pain
or distention, which maymduoinbowoiobmcﬂon. On
rare occasions hives and skin raghas hava besn reported
whicﬁmsumesﬁveotanaﬂorglcmcﬁon. 1f you getan
allergic reaction you should dlacontinue the medication and
call your doctor.

nwmnﬂuﬂ:manmﬁmclyml,domtm

¢ thig drug.
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Directions

1. Nota: the botile top 1S 8 measuring cap
markadmmnﬂgmmsofpowder
when filled o the indicated line.

' 2. Dally dose Is 17 per day oras

directad by physician.

| 3. Pour 17 g {about 1 heaping table-

spoon)ofpowdermmecaputm
botte.

i\ 4, Dissolve the powder in a cup (8 o2) of

. water.

: 6. Drink the solution.

} o.Treaunanttorzmadaysmaybe
', requlredtnpmducabawalmove—
. ment
t Bonly

. Kagp this and other drugs out of reach
| of children.
' Stora at 25°C (T7°F)

PATIENT INFORMATION
MireLax® (Polyethylene Glycol 3350, NF Povider) Is & prescription onty |axative

which has been prascribed by your doctor to traat constipation. This product
should only be used by the peraon for whom it Was prescribed.

How to take
The dose is 17 gmmseachdayorasdlrecmdbymysiclan.udmmdalmm

l

taken by mouth. Measura the dose using the measuring cap (or use ond heaping

tablespoon of powdar), atir and dissolve in @ glass (8 oz) of water, Taking more
than tha prescribad dose may cause los8 of fiuid due to severa diarhea.

How witl it work

MiraLex softens the stool and increages the {requency

retaining water in the swol. Your first bowe! movemant will usually happen in
two to four days, aithough results may vary for Individual patients.

How long should | take it

MiraLax achieves its best resuits when used betwaen oné and two wesks. You
may discontinue tking the drug after you have had several satisfactory bowe!
movaments. Should unueust cramps, bioating, or diarthea occur, consutt your
physician. MiraLax i Intended for up to 8 two week colrse of thetapy. You
should not use for @ langsr time unless directed by your doctor.

tlext StaDs
Aftar successhully completing the Miralax therapy (usually betwsen ane and two

waeks) plaase discuss with your doctor ifestyle changes which may produce
more regular bowal habits (adequate dietary and fiuid intake, reguiar exercise).
Who Should NOT take Miralax

MiraLax ehould not be used by chlidren. 1t should not be used by pragnant
women unless prescribed by a physiclan.

Side Effecta/Drug Reactions

Occasionally, Miralax may causd NBUSES, stomach fullness, cramping, diasrthea
and/or gas. Da nat take If you have symptoms such as naugea, vomiting,
abdominal paln or digtention, which may be due 1o bowal obstruttion, On rere

ocesaions hives and skin rashes have been raportad which are suggestive of an

allergic reaction. Hf you pat an allergic reaction you should discontinua the medi-

cation and call your doctor.
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' MiraLax ehould be administered dissoived In approximatsty

MiraLax®
Polyathylena Glyco! 3350, NF
Powder

OESCRIPTION

A whita powdar for reconstitution. MiraLax (polysthylens glyco! 3350, NF) 18 a
synthetic polyplycol having an average malecular waight of 3350. The actval
molecular woight is not less than 80.0 percent and not greater than 110.0 per-
cant of the nominal vaiie. The chamical farmuia i HO{CaH,0),H in which h repre-
sents the average numbar of oxyethylena groups. Below 55°C it is a free fiowing
white powder fresly soluble in water.

MiraLax is an osmotic agent for the treatment of constipation.

CLINICAL PHARMACOLOGY

Pharmacology: Miralax Is as asmotic agent which causes water to be retained
with the stool.

Essentially, compiete recovery of Miralax was shown In normal subjects without
constipation. Attampts at recovery of Miralax in constipated patienta resultad In
incomplets and highty vartahie recovery. In vitro study showed indirectly that
MiraLax was not farmantag into hydrogsn ar methana by the colonic microfiora
In human feces. MiraLax appsars to hava no sffect on the active absorption or
sacration of ghicoss or electrolyies. There is np evidence of tachyphylaxis.
CLINICAL TRIALS

In ona study, patiants with lasa than 3 bawel movaments par wagk were ran-
domized to MiraLax, 17 grams, or piacebo for 14 days. An increasa in bowel
movement frequency was ohaervad for bath treatment groups during the first
week of reatment. MiraLax was statistically suparior o placebo during the ssc-
ond week of treatment.

In anothar stigy, patients with 3 howe! movements or iess per week and/ar less
than 300 grams of stool per week were randomized to 2 dose levels of MireLax
or placebo for 10 days each. Success was defined by an incraass In both bowet
movement fraquency and dally stool welght For hoth paremetars, superority of
the 17 gram dose of MivaLax over placebo was demonsirated.

INDIGATIONS AND USAGE

For the treatment of occasional constipation. This product should be ueed for 2
waaks or [ess or as directed by & physiclen.

CONTRAINDICATIONS

Miratax Is contraindicated in patients with known or suspected bows! obstruc-
tian and patients known to be allergic to polyethyisna glycol.

WARNINGS

Patients with symptoms suggastive of howsl ohstruction (nausea, vomiting,
ahdominal pein or gistention) should be evatuated to nda out this condition
bsfore initiating Miralax tharapy.

PRECAUTIONS
General: Patients prasanting with complalnts of constipation shoutd have a
thorough madical Hetory and physical examination to datert associated

mestaboilc, endocrine and neurogenic conditions, and madications. A diagnostic
ovaluation should Inchude a structural axamingtion of the colon. Patients should

08 SOUCEE0 HPUUL QU UDIULMIOT Y BT BaDiy IROAKS WAL B THNG 00 Ui)
and lifestyle changes (adaquata distary fiber and fluld intake, reguiar exercise)
which may produce more regular bowal habits. _
8 ounces of water,

informstien far Patiants: Miralax softens the stool and Increasss the fre-
quancy of bowe! movemants by retaining water in the stool, it should always ba
taken by mouth aftar being dissolvad in 8 ouncea of water. Should unusual
cramps, bloating, of diarrhaa aseur, sonsult your phyaician.

Two 10 4 days may ba required to praduce a bowel movemant. This product
should ba used for 2 weeks or es¢ of as directad by a physician. Proionged, fre-
quent or excessive usa of MiraLax may rasuit in electrolyts Imbalance and
depsndancs on laxatives.

Laboratory Tests: No clinically significant sflect on laboratory taste hava bean
demonsirated. -

Orug Interactions: No specific drug intaractions have bean damonatrated.

Carcinogendsia, Mutagenesie, impalrmant of Fertility: Long term carcino-
geniclty studies, genstic toxicity studies and reproductive toxicity studies in ani-
mals hava not been parformed with Miralax.

Pregnancy: Category C. Animal raproductive studies have not besn parformed
with MirLax. it I8 al20 not known whethar Miralax can cause fetal harm when
administared to a pregnant woman, o can effect reproductive capacity. Miraiax
should only be administered t a pragnant womman If cieany nesded.

Padiatric Usa: Satety and effectiveness i padiatric patiants has not been
astabiished.

Gerlatric Use: Thers is no evidence for speclal considerations when MiraLax is
administared to siderly patients.

In geriatric nursing home patiants a highsr Incidance of dianhea eccurred at the
recommendad 17 g dosa. If diarrhen occurs Miralax should be discontinyad.

ADVERSE REACTIONS

Nausea, ahdaminal Moating, cramping and fiahslence may occur. High doses may
producs diamhsa and excessiva stnal traquancy, particularly in eldsry nursing
home patients.

Patients taking othsr megicationa cortaining polyethylens giyeol have occasion-
ally developed urticaria suggestive of an allengic reaction.

OVEADOSAGE

Thare have been no raportr of accidantal overdosage. tn the event of overdosage
diarthea would he the expectad major event. if an cverdose of arug occurred
without concomitant ingestion of flukd, dshydration due to diarthea may resuft.
Madication ehould be terminatad and free watsr administared. The oml

LDsgq is >50 gmvKg in mics, rats and rabbits,

DOSAGE AND ADMINISTRATION

The usual dosa i 17 grams (about 1 heaping thiespoon) of powdsr par day (ar
as diracted by physician) in 8 ounces of water. Each bottle of MiraLax Is supplied
with a measuring cap markad to contain 17 grams of laxative powder when filied
1o the Indicated line.

Two tn 4 days (48 to 85 hours) may ba required to produce & bowel movament.

MOW SUPPUIED

In powdered form, for oral administration after dissolution in water. MimLax (s
available is two package sizes; a 14 oz. container of 255 grams of Inxative pow-
der and a 26 o2. contalnar of 527 grams of taxative powder.

The cap on each botte is matked with & measuring line and may ba used to
maastira a ginpls MiraLax doss of 17 grams (about 1 haaping tablaapoon).

. Rxonly

* Stora at 25 degraes C (77 degress F); excursions permitted t 15-30 degress C

(50-86 dagrees P). Ses USP “Controlied Room Temparature.®
Digtributed by Braintrae Laboretories, Inc., Braintree, MA 02185
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