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Made
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STANDARD FORMAT

TYPE SIZES:

Oblique

TITLE: 9 pt Helvetica Bold Cond. Oblique
TITLE {continued): 8 pt Helvetica Bold Cond.

Cond

LEADING: 5.9/6.5/6.6 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

HEADINGS: 8 pt Helvetica Bold Gond. Oblique
SUBHEADINGS: 6 pt Helvetica Bold Cond.
TEXT: 6 pt Helvetica Medium Cond

BULLETS: 5 pt Square with
2 M'S spacing between statements
TELEPHONE #: & pt Helvetica Bold Cond.
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STANDARD FORMAT
TYPE SIZES:

Obligue
oo

HEA
Oblique

LEADING: 6.5/6.6 pt
gLLETS 5 pt Square wil

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: ¢ pt Hetvetica Neue 77 Bald Cond Oblique
TITLE {contiuesi: 8 pt Hetvetica Neue 77 Bold Cond

8 pt Helvetica Newe 57 Cond
DINGS: 8 pt Helvetica Neue 77 Bold Cond

BUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond
EXT: 6 pt Helvetica Noue 57 Cond

M'S spacing between lhkmenls
TELEPHONE #: 6 pt Helvetica Neus 77 Bold Cond

3-18-09



Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 my
42 Tablets

\  raotssscr4 EFB 1394

X

i

—

vidy 300:9 \\

sinsiow paudm fo4 1
Aypiuy pue 1EeY YO 40 110 Y¥IpoSd dos &t ‘$AED 1, ey 210U S0} Y9MpOH] SR B okm
ol 99 :J.SZ'OZ )B a0 SUSRIOM J0 SBNLILOD L nkm
fetiopul
W00 UElU03 ASUL eS| nj dooy « oy
) SQojures o
wopeuLojU; 01D (mn»muvmumﬁ:;n o =
l
mpw 52 '8¢ J0 s1vak g1 sopin uwuuo! {auprpots bumy-, e
o A ! »
nwwmwsmnnwuwm qulwi
o 1o Gnas ), ot i kIR S S poaone
{pepaeu ) sassnas Aeg-p) payesdoy LinGuERY UM Ae2rRd ‘Suzosy jeabas)
nok uped Jsatd 1uonbas; i

A Pa19ap ssejn SKep 4 UeY) Q0K 10 8BS 10U 0P M s
5 A SI0E) ysIu3 jou op @
BJO1R) DA} 4SNI0 10 MG 106 o

A3y V4QUL 1 URL) @100 OB} 10U O
skep p1

10} fep Asos exe1 M

Biriuow

ek
4] Bupeo ei0joq Jojem o ssqn B 4BMIIGE] | MORHS B
v J0 oeinod Aeg-vi
S0y 42 smoxms Jo ) exdused 1o
opeed aucs s 9 110 s 0 ol

“ssoupzip o bugeoms 'mnpcpmmpn 'M\ \unqueau -

aloure o uds € g Awlsaummme:mmnqumml
AR NOK 11931 910]04 019D € 45V

204201 JN0A 35 "HONIPKID
# 10 543 o0 Aot 85041 510038 $30(q 10 AP 10 P00 U
U104 ‘Pool funmofems Lied 10 sjgnon eaey NOA J 8N 10U OF)

‘ojozedouso 3} %0Ioge aze NoA 1 05N jou oG Hepe ABselry

10} Aep &K
{5100y 42 Aioh9) fep s shuicy |
mﬁomeﬂnwwlmmwl PR wmmﬁ:ﬁfmmlm
SWQML wr v mu‘!pwwnz :m::o) 1Lngyreay Wanbay) sieen M
“fee by 104 & 1383003 51}
100 "250]2A0 J0 9580 01 UAIDIR 40 Yovel e m aanpl iy B 02 ey eseajar-pakepp afomidaiio
[\ 10 Yoy & oG "Buipesj-jsealt jo Jueusesd yy | 8500 {193 yaee uy) If 9ALIY
AE—— 1984 Orig spoeq brug
—
[ [
use .
printed 1ablst
Dlister unitis
- torn.
—/’____,‘___————"—
§§ % Treats Frequent
2ipt 7 Heartburn!
Sggt = =
z E_H = @ E
EY >0
H SN
Q
S 8
£3
ﬁ ~
58
g8
O
o xC
42 Tablets
Three 14-day courses of treatment
e e S SR E—
0926-511-0081 JSJLOUIIOD 2O SUDTSHND Y
JRI2 RN ‘SPIKOP WAJUEY] ‘dfe) 'aJerewin (Areals Lnipos
i Sucl Aok 91X 28] P SR 1) ek EONERD SJUBIPRIBUS OARDBL]
(panupuod) szoed Brig
A — T
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TYPE SIZES:

TITL

Oblique

Oblique

LEADING: 6.5/6.6 pt
BLLETS: 5 ot Sipusro

HEAVY LINES: 1.6 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblinue
witnyed): 8 pt Helvetica Heue 77 Bold Cond

8 pt Helvetica Neue 57 Cond
HEADINGS: 8 pt Helvetica Neue 77 Bold Cond

SUBREADINGS: 6 pt Helvetica Neue 77 Bold Cond
EXY: 6 pt Helvetica Neue §7 Cond

with
2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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m treals frequant heartburn {cccurs 2 of mong days a veek)
# not intended for immediate refiet of heariburn; this drug may
taka 1 10-4 days for full effect

R

Drug Facts Drug Fagts {continued)
Active ingredient (in each tablet) Purpase gagmmhmst-teedm ask a health professional
g " " H ¥, 1
ﬂmoﬁe dewedfmg‘g ‘*"‘“ﬁ“-‘ A Acid reduced Keap out of reach of children, In case of cverdose, gat
Use madical help or contact a Poison Control Center right away,

‘Warnings
Allsrpy alert: Do not use if you are allergic to omeprazela

with blood, of bloody of black stools, These may be signsof a
serious condition. See your doctar

Do not use it you have ouble or pain swaBowing food, vomiting

Ask a doelor bafora use il you hava

m had heartbum over 3 months. This may be a slgn of a more
serious condition.

m hearbbum with lighthsadedness, sweating o dizziness

mchost pain or shotddar paln with shorlness of breath; sweating,
pain spreading to aims, neck or shoulders; of ightheadedness

m frequent chest pain

m Trequent wheezing, particularly with heartburn

W unexplained waight loss

@ nausea of vomiting M) slomach pain

Ask @ doctor or pharmacist bafore usa if you are laking
| warlarin (blood-thinning medicine)

m prescriplion antifungal o anti-yeast medicines

W diarepan) (anxdsty madicing) L digoxin (hearl mebine)
m tacrolimus (immuns system metdicine)

W 2lazanavir {madicine for HN infection)

Directions

m adulis 18 years of ago and older

m this product is to be used once a day (every 24 houss),
eyery day for 14 days

® it may take 1 to 4 days for full slfect. although some peaple
got completa reliof of symptoms within 24 hours

14-Day Coursa of Treatment

m swaliow 1 tablat with a glass of water before eating in
the moming

m take every day for 14 days

H do not take more than 1 lakket a day

m do 0ot chew of crush Ihe tablets

® da nat crush {ableis in food

1 do not use for mora than 14 days unlssy ditecled by
your doctor

Repeated 14-Day Courses (il nesded)

W you may repeat a 14-day cours? every 4 months

& do not take for more than 14 days of mara aften than
every 4 months unless ditucted by a dostor

w8 chidren under 18 years of age; ask a docler
REONER -

Stop use and ask a doctor il
8 your heartburn continuas of worsens
W you need Lo take this product for mare than 14 days

A you need totake more than 1 course of restment every 4 months e

Other information

m reat tha directions, warnings, and package inserl before use

M keep the carton and packaga inserl. They contain impartant
information.

o store &l 20-25°C (88-77°F)

m keep product out of high haat and humiddy

1 protect product from messture




| Drug Facts (continued) ,
Inactive ingretionts camauba wax, ferric axide red, fermic oxide yetiow, hypromellose, hyniomeliose acetate succinats,

lactosa monohydrate, monoethanclamine, propylane glycol, sodivm lauryl sufate, sodium starch glycolate, sodium sleasate,

sodium stearyl fumarate, tele, iRanlum dioxide, triethyl citrate

{ Questions or comments? 1-600-719-6260






