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Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg
14 Tablets
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STANDARD FORMAT
TYPE SIZES:
TITLE: 9 pt Helvetica Bold Condo Oblique
TITLE (continued): 8 pt Helvetica Bold Condo
Oblique
(conlinued) 8 pt Helvetica Medium Cond
HEADINGS: 8 pt Helvetica Bold Cond. Oblique
SUBHEAINGS: 6 pi Helvetica Bold Cond
TEXT: 6 pt Helvetica Medium Cond
LEADING: 5.9/6.5/6.6 pt
BULLETS: 5 pt Square with
2 M'S spacing between statements
TELEPHONE #: 6 pI Helvetica Bold Condo
HEAVY LINES: 1,5 pI
HAIRLINES: 0.5 pi
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Final Printed labeling
NDA 2Nl32

Oinprazole Delayed Release Tablets, 20 mg
28 Tablets
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28 Tablets

Two 14-day courses of treatment
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STANDARD FORMAT

TYPE SIZES:
TITLE: 0 pi HelYellea Neue 77 Bold Cond Obliq.
TITLe (wnV'uO:: 8 pt Hetv.liee Neue 77 Bol Cond
Obliql.e
'~,im¡¡~ì8 pt Helvetin Neue 57 Cond
HEADINCòS: 8 pt Helvetin Neu 77 Bold Cond
Oblique
SUBHEADINGS: 6 pi Hel".II... 14_ 77 Bold Con
EXT: 6 pi Hetv.lln Neue 57 COld
LEADING: 6.5/6.6 pt
BLLETS: 5 pi Sqare with
2 M'S spacing betw.en .taements
T£LEPHO~E II: 6 pl Helvtica Neue 77 Bold Cond
HEAVY LINES: t ,5 pi
HAIRLINES: 0.5 pt

(

3-18-09
q



Final Printed labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg
42 Tablets "
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42 Tablets

Three 14-day courses of treatment
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STANDARO FORMAT

rvPE SIZES:
TilLE: 9 pt Helvetiii Neue 77 Bold Cend Oblique
TITLE (~iJi1inll¡: 8 pt HeÑetiu Neue 71 Bokl Cond
Obliqe
(toriinæd8 pt Hetvetlu Neue 57 Cond
HEADINGS: 8 pt Hetv.tI~ Neue 77 Bold Cond
Oblique
SUBHEADINGS: 6 pt Hehieltça Neue 77 Bold Cond
IXT: 6 pt H.lvetiea Neue 57 Cond
LEAOING: 6.S/6.6 pI .
BLlETS: 5 pi Sq... with
2 M'S .paclng between .i.tements
TELEPHONE ,,: 6 pt Helvetln NMllI 77 Bold Co~d
HEAVY LINES: t.5 pt
HAlRlINE~: 0.$ pt
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42. Tablets
Three 14..day courses of treatment
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Actie ingredient (in each tablet)
OOI!:Prac0fe delayedreleêSSllabli,1' æ mgIIsfl ,
. treats freqoont lie.rtbum (occurs 2 ørmoft days a weeia
. not intFlndcd for immeale re6ef Of fiearttiùm; tms drug may

la 1104 days ,forMI eUcct

Warnings , " '
Alfarg áI,ert 00 no,t useilyoo aie allglc to omepiaola

00 notuu ¡fyou havetroubla or painswowiJg foo. l.omning
viI bfo. or bloo or bláek st¡¡s. These may be siins of ii

seus conditoo se your doctor.

Mk a d~toi borøia u~fi II you hava
. had lilJarttiurn vier 3 'months. This may be a sign of a more
..seious conltn. '

.hearlburn vi~h Iighlhe.i:kidnMs, sweatinø 01 diiill'

.. chost p~ln or s!ouker palo vii sbOrtnesof biialh; sweating;
pan spreadin to 

81iT.Ilk ór shouJd; at IÏihteaikess
II freQuent dieit pain ' , " '
. frequent wheezing. parlculai \'fith heartburn
.. uooxplånedwi:lgti tos .'
. nausea or vomiting . slomch pain

Ask a doctor or pharmcist belDW us If you lrO laiw.
. wadarn tblo-thlmino medicine)

. prov.riptln antiungal 01 antjyeast inediçioo

. diupam (ainty niOOi.ili!!) . dixiri (hear oied¡f:imi)

. ta.erOus (Immune system medltine)

. alazí.nav¡r'tmedfcioof0rliN fil&;Uon)

Slpp U3l and /lsk a dotor it

. your Martbumcontlnue., or worseiis

.. you n~ lô lake ,thiS p'rcducl fofiMre ll 14 days

. yoo ne tö taìe rnø U'an 1 ecusa of treJtm!?llï1'~ 4 mo$ ..

Purpose
Acid reùucer

0ntø Facts (coblinued)

If ptènanl or breast.feeding, aska heth proressionå

before use: " "
Kèp out of, rech 01 chltdrelri case of overdose; gel

medical tift!) òi contact a'PoisonConliot cëiite, light away.

Oíretions
. adult 18 YCl'J's of ago and older

. thlg pro~t is 'to be used onr.e a day (evay 24 liOUfS).
IN!?!) day for 14 da'fS

. it ma tal.e.1 to 4 days forfuDefffjt. although so01o Pfùpte

.'got,completQ rellarot sYm.sit()ms \'lÌhln24 hours

U.Oav Course 01 Treatment
. swal!ow"l iablat with a glass of watM before eating in

the mom¡ng "
.. tae f!i6lf day lor 14 days

.do oot la momltßn ltablit a day
II do l1at chew or cruh lhe tablets
II do n(¡tcrush tàbkis in foo
. ~not usoformoro than 1.4 das un(~'Sdileded byygur d~tor '
Repeats 14-Day Courses (i1 needed
.YiJu may repeat a 14-daycourSoJ t'ViyA months

'. do nOt l¡kefor more than 14 dåys or more oft than

irfry 4 month. unles dilKted bya door
. chílren und 18 years Of,age: as! a doctc-f

Other information
. iead th direns: wain1oos. and pat \çgo iflert beforo use

/I keepth tUI an packaga InsrL TM contain linpoilant
infomrd.lin. ,

. store at 21)2S"C (~no
8læep prooud 9ut ôfh19h het an humIdity

. pr?tet pioouêfroi:rolstÙrfÌ y
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