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Wralax®
Potysthylana Giycel 3350, NF
Povider

DESGRPTION

A white powder for reconsifivtion. MiraLax (polyethylena
glycol 3350, NF) is a synthetic polyglycol having an avel-
age molecular weight of 3350, The actual molecular weight
Is fiot 1638 than 90.0 percant and not greater then 110.0
percent of tha nominal value. The chemical formula I8

* HO(C;H,0),H in which n reprecents the average aumber of
| oxyethylans groups. Below 55°C Itls a free flowing white

powder frealy soluble in water.

Miralax is an osmotic agent for the traatiment of constipa-
tion.

CLINICAL PHARMACOLOGY

Pharmacology: Miralax I as osmotic agent which

_ cauges watet to be retained with the stool.
. Essentially, complate recovary of MiraLax was shown in

normal subjects without constipation. Attampta at recovary
of MiraLax In constipated patiants resufted in incompiete
and highly veriable racavery. In vitro study showad indl-
rectly that MiraLax was not fermented into hydrgen ar
methans by the cofonic microfiora in human faces.
Miral.ax appears to have no effect on the active absorption
or sacration of glucose or electrolyias. There is no evi-

| gence of tachyphylexis.

CLINICAL TRIALS

in one study, patients with leas than 3 bowa) movements
per week wera randomized to MicaLax, 17 grams, of
placebo for 14 days. An Increase in bowel movement fre-
quency was ohserved for bath treatmertt groups during the
firat week of treatment. (iralax was statistically supsriot
10 placebo during the second wesk of traatmant.

In another study, patients with 3 bowel movements or iess
par waek and/or less than 300 grame of stool per week
ware randomized to 2 dose levels of Miralax or placabe for

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

howe! movement fraquency and daly stool weight For
both paramstars, supsriarity of the 17 gram dose of
MiraLax ovat placebo was dsmonstrated.

{NDICATIONS AND USAGE

for the traatmarit of eccasional constipation. This product
should be used for 2 weeks or oss or as directed by a
physiclan.

CONTRANDICATIONS

MiraLax Is contraindicated in patients with known of sus-
pected howel abstruction and patients known to be aliergic
1o polyethylene giycol.

WARNINGS

Patierts with symptoms suggestive of bowel obstruction

. (nRusea, vomiting, ahdominat pain or distentian) shouid ba

gvaluatad to rule out this condition bsfore initiating Miralax
therapy.

. PRECAUTIONS

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

" examination to detect associatea metabokic, endocrine and

neurogenic conditions, and medications. A diagnostic eval-
uation should include a siruchiral axamination of the caion.
patiants should ba educated about good defecatory and
gating habits (such as high fider diets) and festyle
changes {adequata dietary fber and fiuid intake, regular

| axarciso) which may produce mors fegular bowel habis.

iralax should be administered dissotved in approximataty
8 ounces af watar.

intarmation for Patients: MiraLax softans the stool and
Increasas the fraquency of bowel movaments by retaining
water In the stool, it should atways be taken Ly mouth after
being dissolved In 8 ounces of water. Shoid unusual

cramps, bloating, of dlasThea occur, consuft your physiclan.
Two to 4 days may be required to produce a bowal move-
ment. This product should bs used far 2 weeks of less or
as directed by a physician. Prolonged, frequant or exces-
sive use of MiraLax may resuit in electrolyte imbalance and
dapantionce on laxatives.

Laboratory Tests: No clinically significant effect on tabo-
rafary tests have basn demonstratad.

Dnug inractions; No specific drug Interactions have

:. been damoostrated.
Carcinogenesis, Mutagenasis, Impalrmant of Fertiity:

Long term carcinogsnicity studies, genstc toxicity studies
and reproductive toxictty studles in animals have not besn
performad with MiraLax,

Pragnancy: Category C. Animal repraductive studies have
not been performed with WMiraLax. it Is also nat known
whether MiraLax can cause fotal harm when administered
to a pregnant woman, or can effact reproductive capacity.
MiraLax should only ba administered to 2 pregnant waman
if elearly neadsd.

Padiatric Use: Safety and effectivenass In pedlatric
patients has nat bean established

Garlatric Use: There Is no evidance for spacial consldara-
tions when MiraLax s administered fo atderly patlents.

in getiatric nursing heme patients a higher incidence of
diarthea occurred at the recommended 17 g dose. |f diar-
thes nceurs MiraLax should be discontinued,

ADVERSE REACTIONS

Naligea, abdominal bloating, cremping snd flatulence may
occur, High doses may produce diarmhea and excessive
stool frequency, particularly i elderly oursing home
patients.

Patients taking other medications contairing poiyethylane
glycol have occasionally developed urticaria suggestive of
ah allerglc raaction.

OVERROSAGE

There hava basn no reports of accidental overdosage. In
tha avent of overdosage dlarrhea would ba the axpected
majot svent, If an overdose of drug occurred without con-
comimnt ingestion of fiuid, denydration due to diarrhea
may result. Medication shoutd be torminated and free
water administered. Tha oral LDgo I8 >50 gm/Kg in mice,
rats and rapbits.
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| DOSA
 The usual dose s 17 grams (gbout 1
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QE AND ADMINISTRATION

heaping tablespoan)

of powder per day (ornarmnyphyslcian) In 8 ounces

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

whan fillsd to the indicatad line.

Two to 4 days (48 10 96 hours) may ba required to produce

2 howel mavement.

HOW SUPPLIED

in powderad form, for aral administration after gissolution

in water, MiraLax is availebie in two package sizes; a 14

o1. containar of 255 grams of \axative powder and a 28 02.

contalner of 527 grams of lnxative powder.

Tha cap on each bottie is marked with @ measuring lina

and may be ugad to measure 8 sinle MiraLax dose of 115

grams (about 1 heaping tabiagpoon).

Rx anty

STORAGE

Stora at 25 dagrees G (77 dsgrees F); excursiona permitied

to 15-30 degrees C (59-86 degreas F). Saa USP “Con-

trolied Room Temparature.”

" Distrinuted by Braintrea Laboratories, inc., Braintree, MA
. 02185
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PATIENT INFORMATION

siraLax® (Polysthylene Giycol 3350, NF Powder) IS a pre-
scription only laxative which nhas baen prescrived by your
doctor to treat . Thia product ehauld only be
used by the parson for whom It was prascrived.

How to toke
Thadoseisnmmhdayomdlmhdwphysm.
it should alwaya be taken by mouth. Measure tha dase
using the maasuring cap (or use one heaping teblespoon of
powdan), stir and dissolve in a glass (8 02) of water. Taking
more than tha prescribed dose may cause loss of fluid due
1o severe diarrhea.

MiraLax softens the stoal and increasas the frequency of
powel movements by rataining water in the stool. Yout first
powsl movemant will usually happen in two to four days,
although results may vary for individual patients.

How long should | take it

MiraLax achieves {ts best results when uaed betwesn one
and two weeks. You may discontinue taking the drug after
you have had several saisfactory bowe! movaments.
Should unusuel cramps, bloating, of diamrhaa ocautr, consuit
your physician. Miralax i8 intended for up to a two week
course of therapy. You should not use for a longer time
unless directed by your doctof.

Next Stops
‘ Adtor successfully completing the Mirat.ax tharapy (usvally

. between ons and two weeks) please discuss with your
doctor iastyle changes which may produce more ragular

' bowel nabits (adequate dietary and fluld intaks, regular
exercise).
who Should NOT take MisaLax
MiraLax stould net ba used by children. (tshould not be
usad by pregnant women uniess prascribed by a physiclan.

which are suggestive of an allergic reaction. If you getan
allergic reaction you should discontinue the medgication and
call your doctor.
ﬂyoumnltﬂulemmlymvlmglyml,dnmtm

! this drug.
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PRESCRIFTION LAXATIVE . '. Dirsctions
l E A 1.Notazmohmﬂomlsamasuﬁngeap
. AXo =0 markad to contain 17 grams of powder |
| Polyethylene Glycol 3350, NF Powder ==g wenfwib the indicated .
| o gﬁ , 2. Daly dosa s 17g per day or as g
| _ o | directad by physician. 2
This bottie contains = i 3.Pour 17 o? (about 1 mﬁm:m §
527 grams of polyethylene glycol 3350, | ol powds ? =
NF powder ‘l 4, Dissoive the powder in 3 cup (8 o2) of *
, \ water.
Licensed Under U.S. Patent No. 5,710,183 . 6. Drink the solution.
ensed ] 6. Traatment for 2 to 4 days may be
. required to produce @ bowel move-
Dievtiaied by .
Brainiieé | ooy 3
@eainirea, MA 02185 8 ; ( g
& 3 ' Kaepmlsmdmardfugsmnofreach )
.z.e pry , of children. X
Sd soraat25°C(77°P )
-— — - — e, | - p—
PATIENT INFORMATION
MiraLax® (Polysthylene Biycol 3350, NF Powder) s & prescription only axative
which has bean prescribed by your doctor to tragt conetipation. This produet
ghoultt only be used by the person for whom i was prescribed.
How to take
The dose is 17 grams each day or 23 directsd by physician. it should alwnys bé
taken by mouth. Measura the dose using the measuring Cap (of use 08 heaping
tablespoon of powdar), atir and dissolve ina glass (8 oz) of water, Taking more
than the prescribad dose may cause loss of fiuid due to severe diarrhea.
How will It work
MiraLax softens the stool and incraages the frequency of bowei movements by
retaining water in the swol. Your first howat movemant will usually happen in
two to four days, akhough results may vary for Ingividual patients.
How long should | take it
MireLax achieves its bast resutts when uged betwaen oné and two weeks. You
may discontinue taking the drug after you have had several satistactory bowe!
movaments. Should unueual cramps, biogting, of diarthea occur, consult your
physician. MiraLax i intended for up to 8 two waek course of thetapy. You
should not use for @ longar time unlass directad by your doctor.
Next Staps
Aftar succeastully complating the Miral ax tharapy (usually batween one and two
weeks) plaase discuss with your doctor iifestyte changes which may produce
more ragular bowsl habits (adequate dietary and fuid intake, regular exercise).
Who Should ROT take Miralax
MirLax should not be usad by chiidren. 1t should not be used by pregnamt
wamen unless prascribed by a physiclan.
gwmm o gtomach full cramping, diasrh
ccasionally, Miralax may causa nausea, ness, ng, ea
and/or gas. Da nat take If you have symptoms such as naugea, vormiting, §2 "? Mw
ahdominal paln or digtention, which may be due 1o bowal obstruction, On rare

occasions hives and skin rashes have been reportad which are suggestive of an
allergic reaction. If you gat an allergic reaction you should discontinua the medi-
cation and call your doctor.
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Poiyathylena Glycol 3350, NF
Rowder

DESCRIPTION

A white powder for reconstitution. MiraLax (polysthylens glycol 3350, NF) (s a
synthetic polyplycol having an average malecular waight of 3350. The actual
motecular weight is not less than 80.0 percent and not greater than 110.0 per-
cent of the nominal vatue. Tha chamicai formula is HO{C»H,0),H in which n repra-
sants the average number of axyethylene groups. Below 55°C it is a free flowing
white powder freely soluble in water.

MiraLex is an osmotic agent far the treatment of constipation.

CLINICAL PHARMACOLOGY
Pharmacology: MiraLax is as osmotic agent which causes water to be retained
with the stool.

Essentially, complete recovery of Miralax was shown In normal subjects without
constipation. Attampts at recovery of Miralax in constipated patients resultad In
incomplete and highly vartable recovery. In vitro study showed indirectly that
MiraLax was not farmantad Into hydrogen or methana by the colonic microfiora
In human feces. MiraLax appsars to hava no sffect on the active absorption or
sacration of glucess or electrolytes. There Is no evidence of achyphylaxis.
CLINICAL TRIALS

In one study, patiants with lasa than 3 bawel mevaments per waek were ran-
domized to Miralax, 17 grams, or pfacebo for 14 days. An incraasa in bowel
movement frequency was observad for bath treatment groups during the finst
week of treatment. MiraLax was statisticatly supsrior to placebo during the sec-
ong wesk of treatment.

in anothar study, patients with 3 howe! movements or iess per week and/ar less
than 300 grams of stool per week were randomizad to 2 dose levels of MiraLax
or placebo for 10 days each. Success was defined by an incraass n both bowst
movamant frequency and daily stoo! weight. For hoth paremeters, superiority of
the 17 gram dose of MiaLax over ptacebo was demonsrated.

INDIGATIONS AND USAGE

For the treatment of occaslonal constipation. This product should be vsed for 2
waaks of tess or as directed by 8 physiclan.

CONTRAINDICATIONS

Miralax Is contraindicated in patients with known or suspected bows! abstruc-
tion and patients known to be allergic to polyathyiena glycol.

WARNINGS

Patients with symptoms suggastive of bawel ohstruction (nsusea, vomiting,
abdominal pain or distention) should be evaluatad to nuls out this condition
befors inftiating Miralax tharapy.

PRECAUTIONS

General: Patients praserting with complalnts of constipation should have a
thorough madical history and physical examination to datect associated
matabolic, endocrine and neurogenic conditions, and madications. A diagnostic
evaluation should Include a structural axamingtion of the colon, Patients should

08 SQUCATE0 HOUUL QUUU UUIULRIOT Y BITU BANIMY 1ROAKS WU & THR 10D) Uit)
and lifestyle changes (adaquata distary fibar and fluld intake, reguiar oxercise)
which may produce more regular bowsl habits. ,

MiraLax shoutd be administared dissoived In approximatsty 8 ounces of water.
informatien for Patianto: MiraLax softens the stool and Increasss the fre-
quancy of bowel movaments by retaining watec in the stool. it shouid always ba
taken by mouth aftar being diasalved in 8 ouncaa of water. Should unusual
cramps, bloating, of diarthaa aeur, 8onoult your phyaician.

Two t0 4 days may ba required to produce a bowel movemant. This product
should b used for 2 wesks or less of as directsd by a physician. Prolonged, fra-
quant or excessive usa of Miralax may reault in electrolyts Imbalance and
depandance on laxatives.

Laboratery Teats: No clinically significant sffect on laboratory taste hava besn
demongtrated. -

Drug Interactions: No specific drug imaractions have been damonstrated.
Carcinogenasia, Mutaganasls, impalrmant of Fertility: Long term carcino-
genichy studies, gensatic toxicity studies and reproductive toxicity studies in ani-
mals have not been performed with MiraLax.

Pregnancy: Category C. Anlmal raproductive studies have not besn performed
with MiraLax. It is alzo not known whethaer Miralax can cause fetal harm when
administared o a pregnant woman, of can effect reproductive capacity. Miralax
should onty be administerad to a pragnant woman If cleany neaded.

Padiatric Usa: Safety and effectiveness in padiatric patiants has not been
astablished.

Gorlatric Use: Thare is no evidenca for spaclal considerations when MiraLax is
administared to siderly patients.

In geriatric nursing home patiants a higher Incidence of dianhea accurred at the
recommended 17 g dose. If diarrhea occurs Miralax should be discontinuad.

ADVERSE REACTIONS

Nauses, abdaminal boating, cramping and fiahsence may occur. High doses may
producs diamhea and excessiva stool fraquancy, particularly in elderty nursing
home patisnts.

Patients taking othsr medicationa cortaining polyethyiens giycol have occasion-
ally developed urticaria suggestive of an allergic reaction.

OVERDOSAGE

Thare have been no reports of accidantal overdosage. in the event of overdosage
dlarrhea would he tha axpacted major event. if an cverdose of drug occurred
without concomitant ingestion of fiulg, dshydration dus to diarthea mey resuft.
Madication should be tarminatad and free water agministered. The aml

LDsq Is >50 gmAXg in mice, rats and rabbits,

DOSAGE AND ADMINISTRATION

The usual dase is 17 grams (about 1 heaping tabiespoon) of pawdar par day (or
as diracted by physician) In 8 ounces of water, Each bortle of Miralax Is supplied
tvith a measuring cap markad to contain 17 grams of laxativa powder when fillad
to the Indicated line.

Two 1o 4 days (48 to 86 hours) may ba required to produce a bowel movament.
HOW SUPPLIED

In powdered form, for ofal administration after dissolution in water. MiraLax (s
available in two package si2es; a 14 oz. container of 265 grams of laxative pow-
der and a 28 oz. contalnar of 527 grams of taxative powder.

The cap on each battie is markad with a meaauring line and may ba used to
maasura a singla MiraLax doss of 17 grams (about 1 haaping tablagpoon).

. Rxonly

* Store at 25 degreas C (77 degreas P); excursions permitted to 15-30 degress C

(50-86 dagress ). Sea USP “Controfied Room Temperature.”
Distributsd by Braintres Laboratories, inc., Braintree, MA 02185
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