CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
21-229

APPROVED DRAFT LABELING




NDA 21-229: Prilosec OTC'™ ; Item 2 — Revised Draft Labeling (16 June 2003)
Appendix 2.6 - Trial Sample Size Labeling

L T p:

i OTC
'ﬂi\ldnhau" by J LA dﬂlcm- f

o ﬂ/ﬂ, redice ]

S Ay \ 0,

21




NDA 21-229: Prilosec OTC™" Item 2 ~ Revised Draft Labeling (16 June 2003)
Appendix 2.6 (Cont’d) — Trial Sample Size Labeling
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Drug Fact

Drug Facts (continued)

Active ingredient (in eacl tablet} Purpose
Omeprazole magnesivm celayed release tablet 20.6 mg
tequivalent to 20 mg omeprazole)........coeoeeercoue v A reducer

If pregnant or breast-feeding, ask a heaith professional before use,
Keep out of reach of children. In case of overdose, get medical help or
rontact a Poison Controf Center tight away.

Use

w treats frequent heartburn foccurs 2 or more days 3 week)

u not ntended for immediate reliel of heartburn; this drug may take 110 4
days for [l effect

Directions

® adults 18 years of age and older

» this product is 1o be used once a day (every 24 haurs), every day tor
I4 days

® it may take ! to 4 days for full effect, although some people get

Warnings
Allergy alert: Do not use if you are aliergic to omeprazole

Do not use if you have

« trouble or pain swallowing food

w vomitmg with blosd

» bloedy or black stools

These may ba signs of a serious condition, See your doctor,

Ask n doctor before wse if you have

= had heartburn over 3 months. This may be a sign of a more serious
condrtion,

u heartburn with lightheadedness, sweating or dizziness

8 chest patn or shoulder pain with shoriness of breath; sweating;
pain spreading Lo atms, neck of shoulders; or lightheadedness

‘u frequent chaest pain

u fequent wheezing, patticularly with heartburn

® unexptained weight loss

= pausea or vomiting

= stamach pain

Ask a doctor or pharmacist before use If you are taking
w warfarin (hlood-thinning medicine)

w preseription antifyngal or aml-yeast medicines

» dlazepam {anxiely medicine) = digoxin iheart medicine)

Stop use and ask a docter If

# your heartburn continues or worsens

w you need 1o take this product for more than 14 days

» you need to Lake more than | course of treatment every 4 months

ey Product of Sweden
e PTGt ey

complete relief of symptoms within 24 hours

14.-Day Course of Traatmant

» swallow | tablet with a glass of warter once a day before eating

w take every day for 14 days

® do not take more than | tablet a day

u do not chew or crush the tablets

» do not crush tablets In food

» do not use for more than | 4 days unless directed by your doctor

Repeated 14-Day Courses (If needed}

» you may repeat 3 1 4-day course every 4 months

= do not take for more than 14 days or more often than every 4
maonths unless directed by a doctor

» children under |8 years of age: ask a doctor

Other information

u read the directions, warnings and package insert befora use

u keep the carton and package thsert, They contain important information.
w store at 20-25°C (68-77°F)

u keep prashset out of high heat and humidity

& protect product from moisture

hypromellose, iron axide, magnesium stearate, methacrylic acld copolymer,
microgrystalline cellulose, parathn, polyethylene glycol 6000, polysorbate
B0, palyvinylpytrolidone, sodium stearyl fumarate, starch, sucrose. take,
titanium dioxide, triethyl citrate

Inactive ingredients glyceryl monostearate, hvdroxypropyi cellulose,

Questions? 1-800-759-4841

Ist. by Procter & Gambfe, Clncinnatl, OH 45202
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14¢1 Prilosec Inner carton (no Upc)
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28ct Prilosec Outer Carton\ (holds two 14ct cartons)
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42¢t Prilosec Outer Carton(holds three 14ct cartons)
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X = 21 mm o center

of eyemark
Web width = 129.1 mm
Cutoff = 209.5 mm
Spareout from start
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NDA 21-229: PRILOSEC OTC™

Jtem 2 - Revised Draft Labeling (16 June 2003)

Appendix 2.5
Blister Card Labeling
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Appendix 2.3
Configuration of Plastic O unt Pack
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