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g DEPARTMENT OF HEALTH AND HUMAN SERVICES

iz

Food and Drug Administration
Silver Spring MD 20993

NDA 022032/S-024
SUPPLEMENT APPROVAL

Dexcel Pharma Technologies Ltd.

c/o Lachman Consultant Services, Inc.
Attention: Mary-Anne D'Esposito, M.S.
Director

1600 Stewart Avenue, Suite 604
Westbury, NY 11590

Dear Ms. D’Esposito:

Please refer to your Supplemental New Drug Application (SNDA) dated March 15, 2014,
received March 18, 2014, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and
Cosmetic Act (FDCA) for omeprazole delayed-release tablets, 20 mg.

We acknowledge receipt of your amendments dated March 17 and 30, May 16, July 18, October
15, December 12, 2014, and January 30, 2015.

The October 15, 2014 submission constituted a complete response to our September 29, 2014
action letter.

This “Prior Approval” sNDA proposes to add a Wildberry Mint flavor to the already-approved,
original marketed drug product.

We have completed our review of this application, as amended. It is approved, effective on the
date of this letter, for use as recommended in the agreed-upon labeling text and with the minor
editorial revisions listed below:

e For all cartons, under the Directions section of the Drug Facts label, unbold the
statement, “Swallow whole. Do not chew, crush or suck tablets.” Please submit this
change as part of your final printed labeling (FPL).

LABELING
Submit FPL, with the revisions listed above, as soon as they are available, but no more than 30

days after they are printed. The FPL must be identical to the enclosed labels as listed below and
must be in the “Drug Facts” format (21 CFR 201.66), where applicable;
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Labels submitted on December 12, 2014:

Wildberry Mint 14-count immediate container (blister)

Wildberry Mint 14-count immediate container (bottle)

Wildberry Mint 14-count inner blister carton

Wildberry Mint 14-, 28- and 42-count blister cartons

Wildberry Mint 14-, 28- and 42-count bottle cartons

Wildberry Mint 14-, 28- and 42-count blister and bottle carton PDP peel-off coupon
labels

Wildberry Mint “FDA Approved” 14-, 28- and 42-count blister and bottle carton labels
Wildberry Mint “Bonus pack! 14 Free” 28- and 42-count blister and bottle labels
Wildberry Mint “BONUS! 14 FREE” 28- and 42-count blister and bottle labels
Wildberry Mint “14 FREE” 28- and 42-count blister and bottle labels

Wildberry Mint “28 + 14 FREE” 42-count blister and bottle carton labels

Wildberry Mint “Triple Pack Three 14-day courses of treatment” 42-count blister and
bottle labels

Wildberry Mint “3 Pack Three 14-day courses of treatment” 42-count bottle label

e Wildberry Mint “Value Pack 3-14 Tablet Bottles” 42-count bottle label

Labels submitted on January 30, 2015:

e Wildberry Mint “3 Pack Three 14-day courses of treatment” 42-count blister label
e Wildberry Mint “Value Pack 3-14 Tablet Cartons” 42-count blister label

The FPL should be submitted electronically according to the guidance for industry titled
“Providing Regulatory Submissions in Electronic Format — Human Pharmaceutical Product
Applications and Related Submissions Using the eCTD Specifications (June 2008).”
Alternatively, you may submit 12 paper copies, with 6 of the copies individually mounted on
heavy-weight paper or similar material. For administrative purposes, designate this submission
“Final Printed Labeling for approved NDA 022032/S-024.” Approval of this submission by
FDA is not required before the labeling is used.

DRUG REGISTRATION AND LISTING

All drug establishment registration and drug listing information is to be submitted to FDA
electronically, via the FDA automated system for processing structured product labeling (SPL)
files (eLIST). At the time that you submit your final printed labeling (FPL), the content of
labeling (Drug Facts) should be submitted in SPL format as described at
http://www.fda.gov/Forindustry/DataStandards/StructuredProductL abeling/default.htm.
Information on submitting SPL files using eLIST may be found in the guidance for industry
titled “SPL Standard for Content of Labeling Technical Qs and As” at
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/U

CMOQ72392.pdf. In addition, representative container or carton labeling, whichever includes
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Drug Facts, (where differences exist only in the quantity of contents statement) should be
submitted as a JPG file.

REQUIRED PEDIATRIC ASSESSMENTS

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c¢), all applications for new
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of
administration are required to contain an assessment of the safety and effectiveness of the
product for the claimed indication(s) in pediatric patients unless this requirement is waived,
deferred, or inapplicable.

Because none of these criteria apply to your application, you are exempt from this requirement.

REPORTING REQUIREMENTS

We remind you that you must comply with reporting requirements for an approved NDA
(21 CFR 314.80 and 314.81).

If you have questions, contact Jeffrey Buchanan, Regulatory Health Project Manager, at
(301) 796-1007.

Sincerely,

{See appended electronic signature page}
Theresa Michele, M.D.

Director

Division of Nonprescription Drug Products

Office of Drug Evaluation 1V
Center for Drug Evaluation and Research

ENCLOSURES:
Carton and Container Labeling
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electronically and this page is the manifestation of the electronic
signature.

THERESA M MICHELE
03/06/2015
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Food and Drug Administration
Silver Spring MD 20993

NDA 022032/S-024
COMPLETE RESPONSE

Dexcel Pharma Technologies Ltd.

c/o Lachman Consultant Services, Inc.
Attention: Mary-Anne D'Esposito, M.S.
Director

1600 Stewart Avenue, Suite 604
Westbury, NY 11590

Dear Ms. D’Esposito:

Please refer to your Supplemental New Drug Application (SNDA) dated March 15, 2014,
received March 18, 2014, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and
Cosmetic Act (FDCA) for omeprazole delayed-release tablets, 20 mg.

We acknowledge receipt of your amendments dated March 17 and 30, May 16, and July 18,
2014,

This “Prior Approval” labeling supplement proposes to add ®® flavors N

to the already-approved, original marketed drug product.

We have completed the review of your application, as amended, and have determined that we
cannot approve this application in its present form. We have described our reasons for this
action below and, where possible, our recommendations to address these issues.

PRODUCT QUALITY

(b) (4
e Section 3.2.P.2 states that Was used to develop the flavored product, Omeprazole .
Delayed Release Tablets, 20 mg. Clarify the proposed design space or the &
in this change.

e Only one flavor @ formulation is included in the submission. Provide the

formulation for the . ©@flavor. In addition, clarify if the formulation in the
submission is for ® @
e Provide stability data for the | @
conditions.

flavor under long-term, intermediate and accelerated

e Only one set of dissolution profile data of three pivotal batch Nos. B.N. BY 150813,
160813, and 170813 was provided, which were all coated with the same flavor,  ©®
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Clarify 1f this batch data 1s for the
©®@ “n order to support the approval of this supplemental new drug application,
provide comparative dissolution profile data to support the ' ®@flavor.
LABELING

e Provide data supporting your proposed labeling for the new flavors as follows:

o Data which demonstrate that consumers experience a flavor coating containing
menthol as o

o Label comprehension study results

)@
o Data to support a treatment effect claim of heartburn relief such as

OTHER

Within one year after the date of this letter, you are required to resubmit or take other actions
available under 21 CFR 314.110. If you do not take one of these actions, we may consider your
lack of response a request to withdraw the application under 21 CFR 314.65. You may also
request an extension of time in which to resubmit the supplemental application. A resubmission
must fully address all the deficiencies listed. A partial response to this letter will not be
processed as a resubmission and will not start a new review cycle.

Under 21 CFR 314.102(d), you may request a meeting or telephone conference with us to
discuss what steps you need to take before the application may be approved. If you wish to have
such a meeting, submit your meeting request as described in the FDA Guidance for Industry,
“Formal Meetings Between the FDA and Sponsors or Applicants,” May 2009 at
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/U

CM153222.pdf.

This product may be considered to be misbranded under the Federal Food, Drug, and Cosmetic
Act 1f 1t 1s marketed with this change before approval of this supplemental application.
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If you have questions, contact Jeff Buchanan, Regulatory Project Manager, at (301) 796-1007.

Sincerely,

{See appended electronic signature page}

Theresa Michele, M.D.

Director

Division of Nonprescription Clinical Evaluation
Office of Drug Evaluation 1V

Center for Drug Evaluation and Research

Reference ID: 3636562
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signature.
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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Lahel)
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MODIFIED FORMAT
TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique

HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.0 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.0 pt

HAIRLINES: 0.5 pt
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This label may not be the latest approved by FDA.
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
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Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Omeprazole

tlelayed release tablets 20 mg

acid reducer

1]

-

‘ SWALLOW - DO NOT CHEW
sk 14 TABLETS
Wildberry Mint
i Flavor One 14-day course of treatment :j
ﬁ //
Tips for Managing Heartburn r
/\ m Do not lie flat'or bend over after eating m Avoid heartburn-causing foods such as rich, spicy, fatty or fried foods,
\ / m Do not wear tight-fiting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime m Eat slowly and avoid big meals
m Raise the head of your bed m if overweight, lose weight ~ m Quit smoking
r

MODIFIED FORMAT

TYPE SIZES:

LEADING: 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 7 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 7 pt Helvetica Neue 57 Cond

HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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Proposed Draft Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
3 [} 1 1 L
4 Tips for Managing Heartbum N

m Do not lie flat or bend over after eating m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,
m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime m Eat slowly and avoid big meals
m Raise the head of your bed m If overweight, lose weight  m Quit smoking L
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature - Donot
use if printed tablet
biister unit is open or forn.

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

OmeprazolelDelayed

heleast

ELEES

Acid Reducer

SWALLOW - DO NOT CHEW

@®

Coated with

Wildberry Mint Flavor

14 Tablets
One 14-day course of treatment
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MODIFIED FORMAT

TYPE SIZES:
TITLE: 8 pt Helvetica Neue 77 Bold
TITLE (continued): 7 pt Helvetica Ne

HEADINGS: 7 pt Helvetica Neue 77

TEXT: 6 pt Helvetica Neue 57 Cond
LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S

(continued) 7 pt Helvetica Neue 57 Cond

SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

Cond Oblique
ue 77 Bold Cond Oblique

Bold Cond Oblique

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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Proposed Draft Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
| 1 1
4 Tips for Managing Heartbum
m Do not lie flat or bend over after eating m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,

4]L

m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables

m Do not eat before bedtime
m Raise the head of your bed

m Eat slowly and avoid big meals
m If overweight, lose weight

m Quit smoking

Y
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature - Donot
use if printed tablet
biister unit is open or forn.

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

'Omeprazole Dela yeda.

Acid Reducer

SWALLOW - DO NOT CHEW

@

Coated with

Wildberry Mint Flavor

14 Tablets
One 14-day course of treatment

000000000

MODIFIED FORMAT

TYPE SIZES:
TITLE: 8 pt Helvetica Neue 77 Bold

TITLE (continued): 7 pt Helvetica Ne
HEADINGS: 7 pt Helvetica Neue 77

TEXT: 6 pt Helvetica Neue 57 Cond
LEADING: 6.5 pt

(continued) 7 pt Helvetica Neue 57 Cond

SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

Cond Oblique
ue 77 Bold Cond Oblique

Bold Cond Oblique

BULLETS: 5 pt Square with 2 M'S

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

ﬁ

AV

000000000
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This label may not be the latest approved by FDA.
abeling information, please visit https://www.fda.go
Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets Peel 0ff Coupon

FRONT PANEL

Instant Redeemable Coupon - Expires XX-XX-XX NDC 00000-000-00

SAVE SX NOW! | - v
Occurring 2 Or More Days a Week

On This Purchase

Omeprazole Delayed
fieleaseilablets

Acid Reducer
s T@*My
Q SWALLOW - DO NOT CHEW

Coated with 14 Tablets
Wildberry Mint Flavor
e One 14-day course of treatment
A /r
BACK PANEL

7};

=

SAVE sX NOW!

MANUFACTURER'S COUPON  EXPIRATION DATE XX/XX/XXXX

mnemseeesat OINIGIAZ0IE
SAVE xxx 14 COUNT SIZE |
“Store Brand” Omeprazole |
i) Defgyed Release
CONSUMER: Only one wupnhrdulublc COUPON NOT SUBJECT '

;gwm m»«s-mﬂf' Tablets 20 mg

l

1

1

1

I

1

1 |
! o tome 0f !
1" this offer have been complied !
1 with, Cash value 1/100th of !
1 one cent. Limit one coupon |
! E:'m Do Not Double. !
1 Coupon is non-reproduchbla 1
: Coupons cannat be combined. :

handed c i3

1 m;ﬂﬂh Wﬂ 1
\ Paso, TX 88588-0036 0 l
N

N =

12-9-14

i"‘
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This label may not be the latest approved by FDA.
abeling information, please visit https://www.fda.go
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Proposed Draft Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Carton)

L

Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine) m digoxin (heart medicine)
[ ] system

m prescription i for HIV infi

Drug Facts (continued)

m children under 18 years of age: ask a doctor.
Heartburn in children may sometimes be
caused by a serious condition.

Stop use and ask a doctor if

m your heartbum continues or worsens

m you need to take this product for more than 14 days

m you need to take more than 1 course of treatment every 4 months
m you get diarhea

Other information
mread the directions and wamings before use
L ] :(eepme carton. It contains important

nfor 5
m store at 20-25°C (68-77°F) and protect
from moisture

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help
or contact a Poison Control Center right away. (1-800-222-1222)

i

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours),
every day for 14 days
m it may take 1 to 4 days for full effect; some people get
complete relief of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in
the moming
mtake every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by
your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often
than every 4 months unless directed by a doctor | 3

Inactive ingredients
benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
starch, monoethanolamine,

polyethylene glycol 3350, sodium lauryl

ite, sodium starch glycolate, sodium

y im , SUC y

tale, titanium dioxide, triacetin, triethyl citrate

Questions or comments?

000000000 |

1-800-719-9260

Tips for Managing Heartbum

m Do not lie flat or bend over after eating

m Do not wear tight-fitting clothing around
the stomach

m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight  m Quit smoking

L | i

Safety Feature - Do not use if printed
seal under cap is broken or missing.

Dexcel arma Technologie d
0 Hakidma Street, Yoknea 069

& |

St Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Drug Facts
Active Ingredient (In each tablel) Purpose
Omeprazole 20 mg.................Acid reducer

DIE CUT

Use

m treats frequent heartbum (occurs 2or more
days a week)

m notintended for immediate relief of heartbum;
thisdrug may take 1 to 4 days for full effect

WINDOW

Delayed
Releaselablets;

SWALLOW -DO NOT CHEW

3

e 14 Tablets
Wildberry Mint One 14-day course of freatment
Flavor 1 BOTTLE INSIDE

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

Do not use if you have trouble or pain
swallowing food, vomiting with blood, or
bloody or black stools. These may be signs
of a serious condition. See your doctor.
Ask a doctor before use if you have
m had heartbum over 3 months. This may
be asign of a more serious condition.
with lighthy
sweating or dizziness
m chest pain or shoulder pain with shortness
of breath; sweating; pain spreading toarms,
neck or shoulders; or lightheadedness
m frequent chest pain
m frequent wheezing, particularly with heartburn
m unexplained weight loss
mnauseaor vomiting - m stomach pain
Ask a doctor or pharmacist before use if
you are taking  m warfarin, clopidogrel or
cilostazol (blood-thinning medicines)  p»

L)

" GCODE ABEA

EXP

$ 401D5S FA ()

MODIFIED FORMAT

TYPE SIZES:

LEADING: 6.0/6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 7 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 7 pt Helvetica Neue 57 Cond

HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

12-9-14
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This label may not be the latest approved by FDA.
abeling information, please visit https://www.fda.go

Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

000000000

14 Tablets (Bottle Garton)
1

T L |

Safety Feature - Do not use if printed
seal under cap is broken or missing.

i

Drug Facts (continued)
m prescription antifungal or anti-yeast medicines

Drug Facts (continued) FDA Appr oved

m children under 18 years of age: ask a doctor.
in be

m diazepam (anxiety medicine)  m digoxin (heart

may

m you need to take this product for more than 14 days
myou need to take more than 1 course of treatment every 4 months
m you get diarrhea

[ ] i system caused by a serious condition.
= prescription ant {medicines for HIV infecti Other Information
Stop use and ask a doctor if m read the directions and wamings before use
m your heartbum continues or worsens m keep the carton. It contains important
fee DIE CUT

ime-ere | B WINDOW

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help
or contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and old
m this product is to be used once a day (every 24 hours),
every day for 14 days
m it may take 1 to 4 days for full effect; some people get
complete relief of symptoms within 24 hours
14-Day Course of Treatment
mswallow 1 tablet with a glass of water before eating in
the moming
mtake every day for 14 days
mdo not take more than 1 tablet a day
mdo not use for more than 14 days unless directed by
your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often
than every 4 months unless directed by a doctor | 3

Inactive Ingredients

benzyl alcohol, carmine, camauba wax,
FD&C blue 82hndigo carmine aluminum lake,
Sl 2000 oy, mADG,
suceinate, lactose monohydrate, men
modified starch, nwmelhmolami Treats Frequent Heartburn!
polyethylene qucol 3350, sodium Isury1 Occurring 2 Or More Days a Week
sulfate, sodium starch wcolate‘ sodium

000000000 |

ﬁ;ﬁ?“ffmm Omeprazole elaye
T BR 6lcasellanletSR20;

Tlps for Managing Heartbum

et Mﬂ%‘mwm'g wgﬂwmmm
l wear aroul H
testomach mm’:’ Acid Reducer
I Raice he head of your bed ~ SWALLOW - DO NOT CHEW
mAvoid heartbum-causing foods such as rich, d
mmumm ﬁe‘gm caﬂs‘elm, o . 14 Tablets
mEat slowly and avoid bg meals Wildberry Mint One 14-day course of treatment
mif overweight, lose weight  m Quit smoking Flavor 1 BOTTLE INSIDE

& |

Drug Facts

Active Ingredient (In each tablet) Purpose

Omeprazole 20 mg.................Acid reducer

Use

m treats frequent heartbum (occurs 2or more
days a week)

m notintended forimmediate relief of heartbum;
thisdrug may take 1 to 4 days for full effect

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

Do not use if you have trouble or pain
swallowing food, vomiting with blood, or
bloody or black stools. These may be signs
of a serious condition. See your doctor. -
Ask a doctor before use if you have
m had heartbum over 3 months. This may

be asign of a more serious condition.

with lightw

sweating or dizziness
m chest pain or shoulder pain with shortness

of breath; sweating; pain spreading toarms,

neck or shoulders; or lightheadedness
mfrequent chest pain
m frequent wheezing, particularly with heartbum
m unexplained weight loss
mnauseaor vomiting = stomach pain
Ask a doctor or pharmacist before use if
you are taking = warfarin, clopidogrel or
cilostazol (blood-thinning medicines)  p»

I

" GCODE AREA

EXP.
1 4DIDS FA CBPL-F

MODIFIED FORMAT

TYPE SIZES:
TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 7 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 7 pt Helvetica Neue 57 Cond

HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.0 and 6.5 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

12-9-14
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Carton) Peel Off Coupon

FRONT PANEL BACK PANEL

" SAVESX NOW! |

=
S
13}
=
=3
S
@
=
S
°
=
=

MANUFACTURER'S COUPON  EXPIRATION DATE XX/XX/XXXX
1 on your next purchase of
SAVE SX™ -

“Store Brand” OIIODGMO 1

Delayed Release Tablets 20 mg :
Release Tablets Z@mm EpER " ooom |

[}
I
i
: E;mth- hn’wb)
| providing the temns of this
Acid Reducer | e
~ SWALLOW - DO NOT CHEW F
i
[}

1

1

1

ne cent. Limit one coupn 1

-m?-:dwm :

i 14 Tablets oupns ot e crmbind |

Favor °"e14*’aY°°1“Bseogf:m’s"ﬁ)"é ! e o 1lg0000TG0000IN o )

~ V0N g e i i i i s e e o e S e e el o i 7
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This label may not be the latest approved by FDA.
abeling information, please visit https://www.fda.go
Proposed Draft Labeling

NDA 22-032
Omeprazole Delayed Release Tahlets, 20 mg (Wildberry Mint)
28 Tahlets
— |
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Omeprazole Delayed

Release Tablets 20mg

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Release Tablets

Acid Reducer

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals
m If overweight, lose weight
m Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

g

SWALLOW - DO NOT CHEW
. 28 Tablets
Coated with
Wildberry Mint Flavor Two 14-day courses of treatment

M W

1

\

d

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #:6 pt Helvetica Neue 77 Bold Cond

1

12-9-14
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Proposed Draft Labeling

Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

FDA Approved R

Release

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

aleohol and certain fruits and vegetables
m Eat slowly and avoid big meals
m If overweight, lose weight
m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

TablEts ZJ@

Acid Reducer

SWALLOW - DO NOT CHEW
. | 28 Tablets
Coated with
Wildberry Mint Flavor Two 14-day courses of treatment

NDA 22-032
Omeprazole Delayed Release Tahlets, 20 mg (Wildberry Mint)
28 Tablets
— I
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S
TELEPHONE #:6 pt Helvetica Neue 77 Bold Cond
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Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

m Do not lie flat or bend over m Avoid heartbum-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,

m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals

m Do not eat before bedtime m If overweight, lose weight

m Raise the head of your bed m Quit smoking

Bonus Pack! 14 Free = wwvo~
5
) Occurring 2 Or More Days a Week

Tablets¥20/my;

i

i

Acid Reducer
SWALLOW - DO NOT CHEW
. 28 M Tablets
Coated with
Wildberry Mint Flavor Two On€ 14-day courses of treatment _,/~|
1 r
.\ /.

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #:6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 12-9-14
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Omeprazole Delayed
Release Tablets 20mg

after eating

L

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Tips for Managing Heartburn
m Do not lie flat or bend over

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Bonus! 14 Free NDC 00000000

Release

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

2@

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with
Wildberry Mint Flavor

28 14 Tablets

Two On€ 14-day courses of treatment

NDA 22-032
Omeprazole Delayed Release Tahlets, 20 mg (Wildberry Mint)
28 Tablets
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #:6 pt Helvetica Neue 77 Bold Cond
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Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

0 0 m Do not wear tight-fitting clothing

around the sto

m Do not eat before bedtime
m Raise the head of your bed

m Avoid heartburn-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

aleohol and certain fruits and vegetables
mach m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Release Tablets 2@

SWALLOW - DO NOT CHEW
. | 28 Tablets
Coated with
Wildberry Mint Flavor Two 14-day courses of treatment
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STANDARD FORMAT

TYPE SIZES:
TITLE: 9 pt Helvetica Neue 77 Bold
TITLE (continued): 8 pt Helvetica Ne:

HEADINGS: 8 pt Helvetica Neue 77
TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square with 2 M'S

(continued) 8 pt Helvetica Neue 57 Cond

SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

Cond Oblique
ue 77 Bold Cond Oblique

Bold Cond Oblique

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #:6 pt Helvetica Neue 77 Bold Cond

1
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets Peel 0ff Coupon

FRONT PANEL

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

SWALLOW - DO NOT CHEW

ireatiViy
Iil‘é‘é‘r‘fb&,rn

@

Coated with

Wildberry Mint Flavor

40130 FA CP1

28 Tablets
Two 14-day courses of treatment

1\ ‘

BACK PANEL
7}?

SAVE 5X NOW!

MANUFACTURER’S COUPON  EXPIRATION DATE XX/XX/XXXX
'SAVE SYX™ ™"z Omeprazole
IZE |

r

?S

“Store Brand unewame I
: s Delayed Release
| CONSUMER: Onlyono coupens redeencble  COUPON NOT SUBJECT |
| nwufdﬂu Al!km:cmum'll TO DOUBLING !
1 ba redsemabia for face valus cn spacified Customer pays any sales tax, ! m mm m
! rndua: hluhnmﬁ:} 1
| I
I th hoﬁummmm I
| with. Cash vaue 1/100th of I
| one cent. Limit one coupon I
R - 28 Count
: mm“» i |
: 521 W’h’:mmz“mm I
| tx Box .ﬂ I
\ Paso, TX28588-0038 0 l
N
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

Drug Facts

Active ingredient  Purpose
(in each tablet)

Omeprazole 20 mg............ccu... Acid reducer
Use

m treats frequent heartbum (occurs 2 or

more days a week)

m not intended for immediate relief of
heartburn; this drug may take 1 to 4 days
for full effect

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

Do not use if you have trouble or pain

swallowing food, vomiting with blood, or

bloody or black stools. These may be signs

of a serious condition. See your doctor.

Ask a doctor before use if you have

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

m heartburn with lightheadedness,
sweating or dizziness

m chest pain or shoulder pain with shortness
of breath; sweating; pain spreading to
ams, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with
heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain P>

000000000 28 Tablets (Bottle Garton)
L |
|
Tips for Managing Heartbum
m Do not lie fiat or bend over m Avoid heartburn-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
( ) m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed = Quit smoking
d J
] Drug Facts (continued) Drug Facts (continued) BDGDON NGl Treats Frequent Heartburn!
Ask a doctor or pharmacist before use if you are taking Other informati Occurring 2 Or More Days a Week
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) I information
m prescription antifungal or anti-yeast medicines u m’ﬁs‘:ﬂ"mms and warnings
: :;ﬁ?de,m;em msdlc) nagclna) m keep the carton. It contains important
m tacrolimus (immune system medicine) information.
m prescription antiretrovirals (medicines for HIV infection) = m‘e :&2&3‘?0 (63-77°F) and protect
Stop use and ask a doctor if  m your heartbum continues or worsens — -
m you need to take this product for more than 14 days Inactive ingredients
m you need to take more than 1 course of treatment every 4 months benzyl alcohol, carmine, camauba wax,
| you get diarrhea FD&C blue #2/indigo carmine aluminum lake,
If pregnant or breast-feeding, ask a health professional before use. flavor, hypromellose, hypromellose acetate
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center succinate, lactose monohydrate, menthol,
right away. (1-800-222-1222) modified starch, monoethanolamine,
it i polyethylene glycol 3350, sodium lauryl
Directions sulfate, sodium starch glycolate, sodium
m for adults 18 years of age and older stearate, sodium stearyl fumarate, sucralose,
' this product s o be used once a day (every 24 hours), every day for 14 days talc, titanium dioxide, triacetin,triethyl citrate @ Ya) ; I ) m I 217 d
m it may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours - mepraZ‘@ e e aye
14-Day Course of Treatment ?f’&f;q%szgo’ comments?
m swallow 1 tablet with a glass of water before eating in the morning k. R,‘ I DC T, b’ t : @ e
:mmd:%g‘;:nd:&a aday Safety Feature = Do not use if pri!lted e ease a e S rng
m do not use for more than 14 days unless directed by your doctor seal under cap is broken or missing. Acid Red,
m swallow whole. Do not chew, crush, or suck tablets. Made in Isragl Cl edaucer
e . i Manufacturedby: SWALLOW - DO NOT CHEW
m do not take for more than 14 days or more often than every 4 months unless directed by Dexcel PharmaTechnologies Ltd. ] 28 Tablet
a doctor 10 Hakidma Street, Yokneam, 20692, Israel : apblets
m children under 18 years of age: ask a doctor. Heartbum in children may sometimes be caused Coated with . Two 1 4-day courses of treatment
\N by a serious condition. Wildberry Mint Flavor 2 BOTTLES INSIDE
A \
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Drug Facts (continued)

Ask a doctor or pharmacist before use if you are taking

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus (immune system medicine)

m prescription antiretrovirals (medicines for HIV infection)

Stop use and ask a doctor if  m your heartbum continues or worsens
m you need to take this product for more than 14 days

m you need to take more than 1 course of treatment every 4 months

m you get diarrhea

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center

right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older

m this product is to be used once a day (every 24 hours), every day for 14 days
m it may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours

14-Day Course of Treatment

m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days

mdo not take more than 1 tablet a day

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.

Repeated 14-Day Courses (if needed)

m you may repeat a 14-day course every 4 months

m do not take for more than 14 days or more often than every 4 months unless directed by

a doctor

m children under 18 years of age: ask a doctor. Heartbum in children may sometimes be caused

by a serious condition.

L
Tips for Managing Heartbum
m Do not lie fiat or bend over m Avoid heartburn-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
J
Drug Facts (continued) FDA Approved Drug Facts
Other information Active ingredient  Purpose
m read the directions and warnings (in each tablet)
before use ; Omeprazole 20 mg............... Acid reducer
m keep the carton. It contains important
information. Use
m store at 20-25°C (68-77°F) and protect m treats frequent heartbum (occurs 2 or
from moisture more days a week)

— = m not intended for immediate relief of
Inactive ingredients heartburn; this drug may take 1 to 4 days
benzyl alcohol, carmine, camauba wax, for full effect
FD&C blue #2/indigo carmine aluminum lake, [—

Warnings
flavor, hypromellose, mellose acetate
s(‘,c"‘c’,’m{e’ff’mm mowydrate, menthol, 4 Allergy alert: Do not use if you are allergic
modified starch, monoethanolamine, to omeprazole
alyeol 3350, sodium lauryl Treats Frequent Heartburn! Do not use if you have trouble or pain
sulfate, sodium starch glycolate, sodium Occurring 2 Or More Days a Week swallowing food, vomiting with blood, or
stearate, sodium stearyl fumarate, sucralose, bloody or black stools. These may be signs
tale, tmnlu'n dioxide, triacetin, triethyl citrate of a serious condition. See your doctor.
Duestors orcommes? R e
3 ly
1-800-719-9260 n’e raz@ e e a e be a sign of a more serious condition.
— heartburn with lightheadedness,
Safety Feature - Do not use if printed R I ZYR . ! !
seal under cap is broken or missing. e ease a e o ‘ m@ .w&g;mmnmmg
= of breath; sweating; pain spreading to
Made I Jaet Acid Beducer ams, neck or shoulders; orlightheadedness
Manufactured by: . m frequent chest pain
Dexcel Pharma Technologies Lid., ) SWALLOW - DO NOT CHEW m frequent wheezing, particularly with
10 Hakidma Street, Yokneam, 20692, Israel 28 Tablets hearbum e
Coated with Two 14-day courses of treatment e e
Wildberry Mint Flavor 2 BOTTLES INSIDE BN O Y sk e
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L

Tips for Managing Heartbum

m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,

( ) = Do not wear tight-fitting clothing alcohol and certain fruits and vegetables

around the stomach m Eat slowly and avoid big meals

m Do not eat before bedtime m If overweight, lose weight

m Raise the head of your bed m Quit smoking

Drug Foots Gonfinved) _______ Drug Facts Gontinied) Bonus Pack! 14 Free Drug Facts

ot clo ARl of chosiint Bloot STy Medkansd Other information Active ingredient  Purpose

m prescription antifungal or anti-yeast medicines L m’ﬁs‘:mms and warnings (():Ie eﬁh gblet) neid

. :m%m ek m:)che) L] :(sfz;: u;oc:m)n. It contains important Tb:’ S

i information.

:tracrollr:ms (mme system medicine) or Y 2 ;tore :}d zg!:soc (68-77°F) and protect a :rn%a:: g:gn:nt heartbum (occurs 2 or

Stop use and ask a doctor if m your heartbum continues or worsens ) - = mnot intended for immediate relief of

= you need to take this product for more than 14 days Inactive lngredlen!s heartburn; this drug may take 1 to 4 days

m you need to take more than 1 course of treatment every 4 months benzyl alcohol, carmine, camauba wax, for full effect

m you get diarrhea FD&C blue #2/indigo carmine aluminum lake, W o

If pregnant or breast-feeding, ask a health professional before use. flavor, hypromellose, hypromellose acetate N.fm'f.gf Do not use if you are allergic

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center succinate, lactose monohydrate, menthol, 5 0";"67 i) use it you ergi

right away. (1-800-222-1222) modified starch, monoethanolamine, i P!

— polyethylene glycol 3350, sodium lauryl Treats Frequent Heartburn! Do not use if you have trouble or pain

Directions sulfate, sodium starch glycolate, sodium Occurring 2 Or More Days a Week com swiallowing food, vomiting with blood, or

m for adults 18 years of age and older stearate, sodium stearyl fumarate, sucralose, bloody or black stools. These may be signs

] ::ﬂs pn:g:(mth m4b: usefd ofml:'e e?l da{ (every 24m m;l :tay f:{:e }‘:)1 days S——— tale, titanium dioxide, triacetin, triethy! citrate : of a serious condition. See your doctor.

m it may take 1 to 4 days for full effect; some pe complete symptoms within rs - ) > - N \ I~ Aska doctor before use if you have
14-Day Course of Treatment ?’éﬁfg’ggz&r comments? @mepra@@le melayed m had heartbum over 3 months. This may
m swallow 1 tablet with a glass of water before eating in the morning b be a sign of a more serious condition.
m take every day for 14 days — ) \ - \ " Yn) m heartburn with lightheadedness,

m do not take more than 1 tablet a day s"ff‘y l;eature = ":r';.‘(" use if printed Re I e ase Ta b I ets sweating or dizziness
m do not use for more than 14 days unless directed by your doctor SCU1Ner Cap. 5 DIDKER O NSRRI : : mchest pain or shoulder pain with shortness
m swallow whole. Do not chew, crush, or suck tablets. Made in Israel = of breath; sweating; pain spreading to
Repeated 14-Day Courses (if needed) Acid Reducer amns, neck or shoulders; or lightheadedness
m you may repeat a 14-day course every 4 months Manufactured by: . m frequent chest pain )
m do not take for more than 14 days or more often than every 4 months unless directed by Dexcel Pharma Technologies Lid, ) SWALLOW - DO NOT CHEW 28 14 Tablets m frequent wheezing, particularly with
a doctor 10 Hakidma Street, Yokneam, 20692, Israel g M Table lsearm&m o
m children under 18 years of age: ask a doctor. Heartbum in children may sometimes be caused Coated with Two One 14-day courses of freatment W nexprang! 088 )
a = W nausea or vomiti m stomach
by a serious condition. o Wildberry Mint Flavor 2 A BOTTLES INSIDE = ol
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m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Bonus! 14 Free

000000000 28 Tablets (Bottle Carton)
L 1
|
Tips for Managing Heartbum
= Do not lie fiat or bend over
after eating
( ) m Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed
AD;ug Facts (C:"t'""_idzd - = Drug Facts (continued)
a doctor or pharmaci lore use If you are ng T =
m wiartarin, clopidogrel or cilostazol (blood-thinning medicines) Other information
m prescription antifungal or anti-yeast medicines L] ;«me “ﬁ s:mcﬂm and warnings
: 3;;‘:1?193;1 mmm:‘:)che) m keep the carton. It contains important
m tacrolimus (immune system medicine) information.
m prescription antiretrovirals (medicines for HIV infection) L] gtg'f“e :tu Z&S% (68-77°F) and protect
Stop use and ask a doctor if m your heartbum continues or worsens S >
m you need to take this product for more than 14 days Inactive ingredients

m you need to take more than 1 course of treatment every 4 months
m you get diarrhea

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center succinate, lactose monohydrate, menthol,

right away. (1-800-222-1222)

flavor, hypromellose, hypromellose acetate

modified starch, monoethanolamine,

Directions
m for adults 18 years of age and older

m this product is to be used once a day (every 24 hours), every day for 14 days
m it may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours

14-Day Course of Treatment

m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days

m do not take more than 1 tablet a day

m do not use for more than 14 days unless directed by your doctor

m swallow whole. Do not chew, crush, or suck tablets.

Repeated 14-Day Courses (if needed)

m you may repeat a 14-day course every 4 months

stearate, sodium stearyl fumarate,
talc, titanium dioxide, triacetin, triethyl citrate

Safety Feature - Do not use if printed
seal under cap is broken or missing.

Releasell:

ylene glycol 3350, sodium lauryl Treats Frequent Heartburn!
sulfate, sodium starch glycolate, sodium Occurring 2 Or More Days a Week

mmﬁw Q Acid Reducer

T Omeplazole, ela ye

A0y

Drug Facts

Active ingredient  Purpose
(in each tablet)

Omeprazole 20 mg..................Acid reducer
Use

m treats frequent heartbum (occurs 2 or

more days a week)

m not intended for immediate relief of
heartburn; this drug may take 1 to 4 days
for full effect

Warnings

Allergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have trouble or pain

swallowing food, vomiting with blood, or

bloody or black stools. These may be signs

of a serious condition. See your doctor.

Ask a doctor before use if you have

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

m heartburn with lightheadedness,
sweating or dizziness

mchest pain or shoulder pain with shortness
of breath; sweating; pain spreading to
ams, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with
heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain P>

J

m do not take for more than 14 days or more often than every 4 months unless directed by Dexcel PharmaTechnologies Lid, SWALLOW - DO NOT CHEW
a doctor 10Hakidma Street, Yokneam, 20692, Israe! 28 14 Tablets
m children under 18 years of age: ask a doctor. Heartbum in children may sometimes be caused > Coated with Two 0Onre 14-day courses of treatment
by a serious condition. Wildberry Mint Flavor 2 A'BOTTLES INSIDE
Y [ | |
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Tips for Managing Heartbum
= Do not lie flat or bend over
after eating
( ) m Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed
Bkt o WY Drug Facts coninied
a or pharmaci; re use if you are taking - 5
'm viarfarin, clopidogrel or cilostazol (blood-thinning medicines) Other information
m prescription antifungal or anti-yeast medicines L m‘m& s‘:mms and warnings
:2;102:%"193;1 mmnzt:)che) m keep the carton. It contains important
m tacrolimus (immune system medicine) information
m prescription antir bk (medicines for HIV infection) lstore:xmm(esﬂ*)wwomt

from

Stop use and ask a doctor if  m your heartbum continues or worsens
m you need to take this product for more than 14 days

m you need to take more than 1 course of freatment every 4 months

m you get diarrhea

Inactive ingredients
benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center

right away. (1-800-222-1222)

flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for 14 days

m it may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours

14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every 4 months unless directed
a doctor
m children under 18 yeafs of age: ask a doctor. Heartbum in children may sometimes be caused
by a serious

ylene glycol 3350, sodium IauM
sulfate sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethy! citrate

Questions or comments?
1-800-719-9260

Safety Feature - Do not use if printed
seal under cap is broken or missing.

Al

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

NDC 0000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

33 Tablets ﬂ

SWALLOW - DO NOT CHEW

28 Tablets

Two 14-day courses of treatment
2 BOTTLES INSIDE

{007

LODE AREA

Drug Facts

Active ingredient  Purpose
(in each tablet)

Omeprazole 20 mg..................Acid reducer
Use

m treats frequent heartbum (occurs 2 or

more days a week)

m not intended for immediate relief of
heartburn; this drug may take 1 to 4 days
for full effect

Jrem— .

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

Do not use if you have trouble or pain

swallowing food, vomiting with blood, or

bloody or black stools. These may be signs

of a serious condition. See your doctor.

Ask a doctor before use if you have

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

m heartburn with lightheadedness,
sweating or dizziness

mchest pain or shoulder pain with shortness
of breath; sweating; pain spreading to
ams, neck or ; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with
heartburn

m unexplained weight loss

W nausea or vomiting  m stomach pain P>

J

Made in Israel
Manufactured by:
by Dexcel PharmaTechnologies Lid.
10Hakidma Street, Yokneam, 20692, Israel 4
> Coated with
Wildberry Mint Flavor
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FRONT PANEL

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

é
g
g

Tablets ’my
‘

SWALLOW - DO NOT CHEW 28 Tablets

Coated with Two 14-day courses of treatment
Wildberry Mint Flavor 2 BOTTLES INSIDE
\: 403Db FA CP1 /
BACK PANEL
a N

SAVE sX NOW!

b

MANUFACTURER 'S COUPON  EXPIRATION DATE XX/XX/XXXX nmmde
s AVE sxxx on your next purchase of |
28 COUNT SIZE | ne' d
“Store Brand" Omeprazole | avu
| Delayed Release Tablets 20 mg I

| M ety COUPON T SUBJET | Release
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Coated with
Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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Three 14-day courses of treatment
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STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S ing bety

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 12-9-14
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STANDARD FORMAT
TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S spacing bety tat t
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 12-9-14
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Coated with

Wildberry Mint Flavor

42 28 Tablets
Three Two 14-day courses of treatment
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STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond
TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S spacing bety
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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“ CALV) Treats Frequent Heartburn!
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Acid Reducer
Q SWALLOW - DO NOT CHEW
Coated with 42 Tablets
[x Wildberry Mint Flavor Three 14-day courses of treatment //W
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STANDARD FORMAT
TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Obligue

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 12-9-14
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Do not use If 0
printed tablet g alcoho
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S d of your bed Q 0 g
28 + 14 FREE oo 3
—’—'——/ R
I - l._»
2di (o Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Releasellablets¥20imy,

SWALLOW - DO NOT CHEW

000000000

Coated with

Wildberry Mint Flavor

42 Tablets
Three 14-day courses of treatment

m

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square with 2 M'S
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Coated with
Wildberry Mint Flavor

42 Tablets
Three 14-day courses of treatment
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STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S ing bety t:
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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Coated with

Wildberry Mint Flavor

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Club Size)
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3 P A c K Three 14-day courses of treatment

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole\Delayed

Acid Reducer

SWALLOW - DO NOT CHEW

Three 14-day courses of treatment
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Laser Coding Removes the Ink and Becomes White.

000000000

NDC 00000-000-00

42 Tablets

STANDARD FORMAT

TYPE SIZES:

LEADING: 8.7 pt

HEAVY LINES: 2.0 pt
HAIRLINES: 0.5 pt

TITLE: 13 pt Helvetica Neue 77 Bold Cond Ohlique

TITLE (continued): 10 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 10 pt Helvetica Neue 57 Cond

HEADINGS: 10 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 8 pt Helvetica Neue 77 Bold Cond

TEXT: 8 pt Helvetica Neue 57 Cond

BULLETS: 7 pt Square with 2 M'S

TELEPHONE #: 8 pt Helvetica Neue 77 Bold Cond

PRINT OUT
at 65%

1-29-15
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Club Size)
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This label may not be the latest approved by FDA.
abeling information, please visit https://www.fda.go
Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets Peel 0ff Coupon

FRONT PANEL
.

Instant Redeemable Coupon - Expires XX-XX-XX NDC 00000-000-00

Gl SAVE SX NOW!
Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

On This Purchase

Omeprazole Dela yed

Acid Reducer
Ireativy,

Heartburn
Q SWALLOW - DO NOT CHEW i <o
Coated with 42 Tablets

Wildberry Mint Flavor

\ 1 40155 FA CP)

Three 14-day courses of treatment

A

BACK PANEL

7};

SAVE sX NOW!

MANUFACTURER'S COUPON  EXPIRATION DATE XX/XX/XXXX
on your next purchase 0' 0 n m
'SAVE SYXM et meprazo.
“Store Brand” Omeprazole |
: s Delayed Release
| CONSUMER: On! one coupon s redaemable COUPON NOT SUBJECT |

M.ﬁ” M Tablets 20 mg
L IJ 42 Count
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Bottle Carton)

/

L |
|
L
Tips for Managing Heartburn
7 m Do not lie flat or bend over m Avoid heartbum-causing foods such as rich,
( ) after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed = Quit smoking
J -
Dru_g I-jacts I Drug Facts (continued) Drug Facts (continued) NDC 0000-000-00 Treats Freguent Heartburn!
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor it m your heartburn continues or worsens | | | Tnactive ingredients Occurring 2 Or More Days a Week
Omeprazole 20 mg. Acid reducer || ® you need to take this product for more than 14 days benzyl alcohol, carmine, camauba wax, Safety Feature -
Tse :mmmw‘:"‘m than 1 course of reatment every 4 months FD&C blue #2/indigo carmine aluminum lake, Do not use If printed
larrhe: flavor, hypromellose, hypromellose acetate seal under cap Is
n m’}:‘"m;"“ Tmméoc'&t:fs ; ”,;;"_g" daa a week) ko f pregnant or breast-feeding, ask a health professional before use. suceinate, lactose monohydrate, menthol, broken or missing.
O TE e o il it urn; this drug may Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
ys contact a Poison Control Center right away. (1-800-222-1222) polyethylene glycol 3350, sodium lauryl
Warnings Direct sulfate, sodium starch glycolate, sodium
irections stearate, sodium stearyl fumarate, sucralose,
Allergy alert: Do not use if you are allergic to omeprazole m for adults 18 years of age and older tale, domﬂaceﬂn, -
a‘:x::‘ use if you h;‘ledm 0;'?88‘" Nﬂlmlﬂgﬂ fmf’, V:;\‘an with m this product is to be used once a day (every 24 hours), every day for b b \ N
, o bloody or bla 5. These may be signs of a serious 14 days : ments? \ - V. b A A
condition. See your doctor. m it may take 1 to 4 days for full effect; some people get complete relief gﬁ%‘;{g&r oommets; e N~— e
Ask a doctor before use if you have of symptoms within 24 hours
m had heartburn over 3 months. This may be a sign of a more 14-Day Course of Treatment s : ™ . A =
serious condition. m swallow 1 tablet with a glass of water before eating in the moming Made in Israel m r o Z‘ I m I,a |
m heartbumn with lightheadedness, sweating or dizziness m take every day for 14 days Manufactured by: 1 V V 2 U’
m chest pain or shoulder pain with shortness of breath; sweating; m do not take more than 1 tablet a day Dexcel Pharma i
pain spreading to arms, neck or shoulders; or lightheadedness m do not use for more than 14 days unless directed by your doctor 10 Haldd!na mm‘g’&:gg . | =</ )
m frequent chest pain m swallow whole. Do not chew, crush, or suck tablets. ' ' R I -3 O | I j L8 2=9)
m frequent wheezing, particularly with heartburn Repeated 14-Day C (if needed) 7 ) X @ o | VIS ® 2 Fmg
m unexplained weight loss m you may repeat a 14-day course every 4 months
W nausea or vomiting m do not take for more than 14 days or more often than every .
m stomach pain 4 months unless directed by a doctor Acid Reducer
Ask;doctorm a&&wméﬁstmmﬁ"nmm i m children under 18 years of age: ask a doctor. Heartburn in children
W n, or - ines) may sometimes be caused by a serious condition. S
m prescription antifungal or anti-yeast medicines - - ) SWALLOW - DO NOT CHEW 42 Tablets
u gman medm)dm B reancm'g m:m warnings before use : Th 14-d f treat t
[ ] =
m tacrolimus (immune system medicine) m keep the carton. ft contains important information. Coated with ) ree ay courses of treatmen
m prescrip (medicines for HIV infecti p | m store at 20-25°C (68-77°F) and protect from moisture » Wildberry Mint Flavor 3 BOTTLES INSIDE
$ 0 oool Lllo 0
o CODE AREA r
EXP.
140107 FA CL
r | - -
|
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This label may not be the latest approved by FDA.
abeling information, please visit https://www.fda.go

Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

N,

42 Tablets (Bottle Carton)

L I

Drug Facts

Drug Facts (continued)

Active ingredient (in each tablet)
Omeprazole 20 mg.

Purpose
Acid reducer

Use

m treats frequent heartburn (occurs 2 or more days a week)

m not intended for immediate relief of heartburn; this drug may take
1 to 4 days for full effect

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

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious
condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more
serious condition.

m heartbum with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, parﬂcuany with heartburn

m unexplained weight

W nausea or vomiﬁng

m stomach pain

Ask a doctor or pharmacist before use if you are taking

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

[ ] dgom (heart medicine)

] syste
m prescription sntiretmws (medicines for HIV infection)

»

Stop use and ask a doctor if  m your heartburn continues or worsens
m you need to take this product for more than 14 days

m you need to take more than 1 course of treatment every 4 months

m you get diarrhea

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture IS

Drug Facts (continued)

Inactive ingredients

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryi
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethy! citrate

Questions or comments?
1-800-719-9260

Made in Israel
Manufactured by:

Dexcel Pharma Technologies Lid.
10 Hakidma Street, Yokneam, 20692, Israel

FDA Approved

Tips for Managing Heartburn
m Do not lie flat or bend over
after eating
m Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed

Acid Reducer

SWALLOW - DO NOT CHEW

Coated
Wildberry Mint Flavor

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Treats Frequent Heartbum!
Occurring 2 Or More Days a Week

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE

{1
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Drug Facts Drug Facts (continued)
Active ngredlent (in each tablet) Purpose | Stop use and ask a doctor if myour or worsens
mepmme mg. Acid reducer | ® you need to take this product for more than 14 days
m you need to take more than 1 course of treatment every 4 months
[Use m you get diarhea

m treats frequent heartburn (oceurs 2 or more days a week)
m not intended for immediate relief of heartbur heartburn; this drug may take
1 to 4 days for full effect

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious
condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more

serious condition.

m heartbum with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus (immune system medicine)

m prescription for HIV >

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdese, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for

14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture »

Drug Facts (continued)

Inactive ingredients

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethyl citrate

DIE CUT
WINDOW

Questions or comments? \
1-800-719-9260

Made in Israel

Manufactured by:
Dexcel Pharma Technologies Ltd.
10 Hakidma Street, Yokneam, 20692, Israel

2

Coated with
Wildberry Mint Flavor

Bonus Pack! 14 Free

Treats Frequent Heartbum!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT
WINDOW & WINDOW

Acid Reducer

SWALLOW - DO NOT CHEW

42 28 Tablets
Three Two 14-day courses of treatment
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Or worsens

Drug Facts Drug Facts (continued)

Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if myour

Omep 20 mg. Acid reducer | ® you need to take this product for more than 14 days

— m you need to take more than 1 course of freatment every 4 months
Uzgats frequent heartburn ( 2 da k) el

[ ] uel m (oceurs 2 or more days a wee 5

ik for relief of heartbur : this drug may take If pregnant or breast-feeding, ask a health professional before use.

1 1o 4 days for full effect

Warmings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have trouble or pain swallowing foed, vomiting with
blood, or bloody or black stools. These may be signs of a serious
condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more
serious condition.

m heartbum with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus (immune system medicine)

m prescription antiretrovirals (medicines for HIV infection) >

Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for

days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Drug Facts (continued)

Inactive ingredients

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethy! citrate

Questions or comments? V.
1-800-719-9260 -

Made in Israel

Manufactured by:
Dexcel Pharma Technologies Ltd.
10 Hakidma Street, Yokneam, 20692, Israel

Other information
m read the directions and warnings before use
m keep the carton. ft contains important information.

m store at 20-25°C (68-77°F) and protect from moisture »

®

/
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Treats Frequent Heartbum!
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Do not use if you have trouble or pain swallowing food, vomiting with m this product is to be used once a day (every 24 hours), every day for
blood, or bloody or black stools. These may be signs of a serious 14 days Questions or comments? \ -~
condition. See your doctor. m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260 = -
Ask a doctor before use if you have of symptoms within 24 hours
m had heartburn over 3 months. This may be a sign of a more 14-Day Course of Treatment -
serious condition. m swallow 1 tablet with a glass of water before eating in the moming Made in lsrael
m heartbum with lightheadedness, sweating or dizziness m take every day for 14 days Manufactured by:
m chest pain or shoulder pain with shortness of breath; sweating; m do not take more than 1 tablet a day Dexcel Pharma Technologies Lid.
pain spreading to arms, neck or shoulders; or lightheadedness m do not use for more than 14 days unless directed by your doctor i
m frequent chest pain m swallow whole. Do not chew, crush, or suck tablets. 10 Hakidma Street, Yokneam, 20692 lsrael
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m treats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take
1 to 4 days for full effect

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious
condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more
serious condition.

m heartbum with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus (immune system medicine)

m prescription i for HIV

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. it contains important information.

m store at 20-25°C (68-77°F) and protect from moisture »

flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
talc, titanium dioxide, triacetin, triethyl citrate

DIE CUT
WINDOW

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:
Dexcel Pharma Technologies Ltd.
10 Hakidma Street, Yokneam, 20692, Israel
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NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)

Drug Facts (continued)

Drug Facts
Active ingredient (in each tablet) Purpose
Omeprazole 20 mg. Acid reducer
Use
m treats frequent heartburn (occurs 2 or more days a week)

mnot for relief of heartburn; this drug may take

1 1o 4 days for full effect

Stop use and ask a doctor if  m your heartburn continues or worsens
m you need to take this product for more than 14 days

m you need to take more than 1 course of treatment every 4 months

m you get diarhea

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

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious
condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more
serious condition.

m heartbum with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)
l digoxin (heart medicine)
system

-, ( s for HIV infection) >

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture IS

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethy! citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:

Dexcel PharmaTechnologies Ltd.
10 Hakidma Street, Yokneam, 20692, Israel

Coated
Wildberry Mint Flavor

Acid Reducer

SWALLOW - DO NOT CHEW

L I
|
Tips for Managing Heartburn
m Do not lie flat or bend over m Avoid heartbum-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
-
Drug Facts (continued) Triple Pack ruree 14-day courses oftreatment ~_Treats Frequent Heartoum!
Inactive ingredients Occurring 2 Or More Days a Week
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Bottle Carton)
L 1

m treats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take
1 to 4 days for full effect

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious
condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more
serious condition.

m heartbumn with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)
I digoxin (heart medicine)
system

with heartbi

S for HIV S

l prescription

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Drug Facts Drug Facts (continued) Drug Facts (continued)

Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if  m your heartburn continues or worsens Inactive ingredients

Omeprazole 20 mg Acid reducer | m you need to take this product for more than 14 days benzyl alcohol, carmine, camauba wax,
e m you need to take more than 1 course of treatment every 4 months FD&cbluewfmgocar'mlne aluminum lake.
Use m you get diahea ’

flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethy! citrate

Questions or comments?
1-800-719-9260

Other information
m read the directions and warnings before use
m keep the carton. it contains important information.

m store at 20-25°C (68-77°F) and protect from moisture »

/

Made in Israel

Manufactured by:

Dexcel Pharma Technologies Lid.
10 Hakidma Street, Yokneam, 20692, Israel

i Treats Frequent Heartbum!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT DIE CUT
WINDOW = WINDOW B WINDOW

Acid Reducer

SWALLOW - DO NOT CHEW

42 Tablets

Cosled Three 14-day courses of treatment
Wildberry Mint Flavor
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Bottle Carton)

L |
C S
Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if m your heartburn continues or worsens Inactive ingredients
Omeprazole 20 mg Acid reducer | ® you need to take this product for more than 14 days benzyl alcohol, carmine, camauba wax,
T m you need to take more than 1 course of treatment every 4 months FD&C blue n/indgo carmine aluminum lake,
o e i N i 1 K Sr pene Ao promelione, Typroimelose soctats
e 5 roque e “‘r;‘;;?o,— ;:: wee - If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol,

T ey, LIToct i Wis drug may Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,

0 s contact a Poison Control Center right away. (1-800-222-1222) polyethylene glycol 3350, sodium lauryi
Wamings D = sulfate, sodium starch glycolate, sodium

irections stearate, sodium stearyl fumarate, sucralose,
Allergy alert: Do not use if you zeélergic to c{meprma m for adults 18 years of age and older tal, tt dondee?maceﬁn, i
Do not use if you have trouble or pain swallowing food, vomiting with m this product is to be used once a day (every 24 hours), every day for
blood, or bloody or black stools. These may be signs of a serious 14 days Questions or comments?
condition. See your doctor. m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260 )
Ask a doctor before use if you have of symptoms within 24 hours
m had heartburn over 3 months. This may be a sign of a more 14-Day Course of Treatment
serious condition. m swallow 1 tablet with a glass of water before eating in the moming Made in Israel

m heartburn with lightheadedness, sweating or dizziness m take every day for 14 days Manufactured by:
m chest pain or shoulder pain with shortness of breath; sweating; m do not take more than 1 tablet a day Dexcel Pharma Technologies Lid.

pain spreading to arms, neck or shoulders; or lightheadedness
m frequent chest pain
m frequent with heartbi
m unexplained weight loss
W nausea or vomiting
m stomach pain

Ask a doctor or pharmacist before use if you are taking

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

I digoxin (heart medicine)
( system

l,, ( for HIV | 3

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children

may sometimes be caused by a serious condition.

Other information

m read the directions and warnings before use

m keep the carton. ft contains important information.

m store at 20-25°C (68-77°F) and protect from moisture B

10 Hakidma Street, Yokneam, 20692, Israel
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5
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42 Tablets
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Labeling Review for
Omeprazole Delayed Release Tablets, 20 mg

SUBMISSION DATES: March 14, May 16, July 18, October 15, and December 12,
2014, and January 30, 2015

NDA/SUBMISSION TYPE: 22-032 S-024

ACTIVE INGREDIENTS: Omeprazole, 20mg

DOSAGE FORMS: Tablet, Delayed Release

SPONSOR: Dexcel Pharma Technologies Limited
Mary-Anne D’Esposito, M.Sc.
US Agent Lachman Consultant Services, Inc.
1600 Stewart Avenue
Westbury, New York 11590
516-222-6222

REVIEWER: Mary R. Vienna, R.N., M.H.A., DNDP/ODE IV
TEAM LEADER: Steven Adah, Ph.D., DNDP/ODE IV
PROJECT MANAGER Jeffrey A. Buchanan, DNDP/ODE IV

I.  BACKGROUND

Approved labeling includes a 14-count immediate container (blister), 14-count immediate
container (bottle), 14-count inner blister carton, 14-, 28- and 42-count blister cartons, and 14-,
28- and 42-count bottle cartons. Approved statements on the blister and bottle cartons include:
“FDA Approved”

“Bonus Pack! 14 Free”

“14 FREE”

“BONUS! 14 FREE!”

“Value Pack 3-14 Tablet Cartons/Bottles”

“28 + 14 FREE”

“Triple Pack Three 14-day courses of treatment” and

“3 Pack Three 14-day courses of treatment”

Additionally, a Principal Display Panel (PDP) peel-off coupon is approved for the 14-, 28- and
42-count blister cartons, and the 14-, 28- and 42-count bottle cartons.

Reference ID: 3697255



Labeling Review NDA 22-032 S-024 Page 2
The July 18, 2014 submission included a label comprehension study and a sensory evaluation of
the proposed flavor statements in response to our information request of April 25, 2014.

A Complete Response letter was issued for the supplement on September 29, 2014. See the July
17, 2014 label review for supplement background and Complete Response deficiencies.
The sponsor submitted a complete response on October 15, 2014 R

clarified that the D@ the only proposed flavor for this
supplement.

An information request was sent to the sponsor on December 1, 2014, requesting a correction to
the flavor name that accurately reflects the sensory evaluatlon data. It was noted that the
proposed name of the coating as @ was misleading, as study participants
described the flavor of the placebo tablet as both berry and mint, with an aftertaste that was more
strongly mint than berry.

The sponsor submitted revised labeling on December 12, 2014, in response to our December 1,
2014 information request. The submission withdrew the proposed ? labels
and submitted proposed “Wildberry Mint Flavor” labels in their place. An information request
was sent to the sponsor on January 28, 2015 requesting revised labeling for two 42-count blister
cartons with illegible Drug Fact labels. The sponsor submitted revised labeling on January 30,
2015, in response to our information request.

Labeling reviewed is the draft labeling submitted on December 12, 2014 and January 30, 2015,
and is compared to the labeling approved with S-021 on August 16, 2013, which is the most
recently approved labeling and Drug Facts label.

Submitted Labeling S-024 Representative of Following Date Submitted
SKUs
14-count blister (immediate none March 14, 2014
container) Wildberry Mint flavor Egﬂsed December 12,
14-count bottle (immediate container) | None March 14, 2014
: . Revised December 12,
Wildberry Mint flavor 2014
14-count inner carton, Wildberry none March 14, 2014
Mint flavor Revised December 12,
2014
14-count blister carton, Wildberry none March 14, 2014
Mint flavor Revised December 12,
2014
14-count bottle carton, Wildberry none March 14, 2014
Mint flavor Revised December 12,
2014
14-count blister carton with “FDA | hone March 14, 2014
Approved”, Wildberry Mint flavor ggﬂsed December 12,

Reference ID: 3697255



Labeling Review

NDA 22-032 S-024

Page 3

Submitted Labeling S-024

Representative of Following

Date Submitted

SKUs

14-count bottle carton with “FDA none Mar_ch 14, 2014

Approved”, Wildberry Mint flavor Revised December 12,
2014

14-count blister carton with PDP none March 14, 2014

peel-off coupon, Wildberry Mint Revised December 12,

flavor 2014

14-count bottle carton with PDP none Mar_ch 14,2014

peel-off coupon, Wildberry Mint Revised December 12,

flavor 2014

28-count blister carton, Wildberry none March 14, 2014

Mint flavor Revised December 12,
2014

28-count bottle carton, Wildberry none March 14, 2014

Mint flavor Revised December 12,
2014

28-count blister carton with “FDA none Mar_ch 14,2014

Approved”, Wildberry Mint flavor Revised December 12,
2014

28-count bottle carton with “FDA none March 14, 2014

Approved”, Wildberry Mint flavor Revised December 12,
2014

28-count blister carton with PDP none Mar_ch 14,2014

peel-off coupon, Wildberry Mint Revised December 12,

flavor 2014

28-count bhottle carton with PDP none March 14, 2014

peel-off coupon, Wildberry Mint Revised December 12,

flavor 2014

28-count blister carton with “Bonus | None March 14, 2014

pack! 14 Free”, Wildberry Mint Revised December 12,

flavor 2014

28-count bottle carton with “Bonus none March 14, 2014

pack! 14 Free, Wildberry Mint flavor Revised December 12,
2014

28-count blister carton with “14 none March 14, 2014

FREE”, Wildberry Mint flavor Revised December 12,
2014

28-count bottle carton with “14 none Mar_ch 14,2014

FREE”, Wildberry Mint flavor Revised December 12,
2014

28-count blister carton with none March 14, 2014

“BONUS! 14 FREE”, Wildberry
Mint flavor

Revised December 12,
2014
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Submitted Labeling S-024

Representative of Following

Date Submitted

SKUs

28-count bottle carton with “BONUS! | hone Mar_ch 14,2014

14 FREE”, Wildberry Mint flavor Revised December 12,
2014

42-count blister carton, Wildberry none March 14, 2014

Mint flavor Revised December 12,
2014

42-count bottle carton, Wildberry none March 14, 2014

Mint flavor Revised December 12,
2014

42-count blister carton with “FDA none March 14, 2014

Approved”, Wildberry Mint flavor Revised December 12,
2014

42-count bottle carton with “FDA none March 14, 2014

Approved”, Wildberry Mint flavor Revised December 12,
2014

42-count blister carton with PDP none Mar_ch 14, 2014

peel-off coupon, Wildberry Mint Revised December 12,

flavor 2014

42-count bottle carton with PDP none March 14, 2014

peel-off coupon, Wildberry Mint Revised December 12,

flavor 2014

42-count blister carton with “Bonus | hone March 14, 2014

pack! 14 Free”, Wildberry Mint Revised December 12,

flavor 2014

42-count bottle carton with “Bonus none Mar_ch 14, 2014

pack! 14 Free”, Wildberry Mint Revised December 12,

flavor 2014

42-count blister carton with “14 none Mar_ch 14,2014

FREE”, Wildberry Mint flavor Revised December 12,
2014

42-count bottle carton with “14 none March 14, 2014

FREE”, Wildberry Mint flavor Revised December 12,
2014

42-count blister carton with none Mar_ch 14,2014

“BONUS! 14 FREE”, Wildberry Revised December 12,

Mint flavor 2014

42-count bottle carton with “BONUS! | hone March 14, 2014

14 FREE”, Wildberry Mint flavor

Revised December 12,
2014
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Submitted Labeling S-024 Representative of Following | Date Submitted
SKUs

42-count blister carton with “Value none March 14, 2014

Pack 3-14 Tablet Cartons”, Revised January 30,

Wildberry Mint flavor 2015

42-count bottle carton with “Value none March 14, 2014

Pack 3-14 Tablet Cartons”, Revised December 12,

Wildberry Mint flavor 2014

42-count blister carton with “28 + 14 | none March 14, 2014

FREE”, Wildberry Mint flavor Revised December 12,
2014

42-count bottle carton with “28 + 14 | hone March 14, 2014

FREE”, Wildberry Mint flavor Revised December 12,
2014

42-count blister carton with “Triple | Noneé March 14, 2014

Pack Three 14-day courses of Revised December 12,

treatment”, Wildberry Mint flavor 2014

42-count bottle carton with “Triple none March 14, 2014

Pack Three 14-day courses of Revised December 12,

treatment”, Wildberry Mint flavor 2014

42-count blister carton with “3 Pack | none March 14, 2014

Three 14-day courses of treatment”, Revised January 30,

Wildberry Mint flavor 2015

42-count bottle carton with “3 Pack None March 14, 2014

Three 14-day courses of treatment”,
Wildberry Mint flavor

Revised December 12,
2014

Il. REVIEWER’S COMMENTS

A. Tablets, delayed-release (14-, 28-, 42-count blister cartons)

i. Inner Carton (14-count blister) and Outer Carton Label Outside Drug Facts
a. The statement “SWALLOW - DO NOT CHEW?” appears under the statement of
identity. The 14-, 28- and 42-count PDP peel off coupon labels are changed also.

Comment: this is acceptable.

b. The flavor statement “Coated with Wildberry Mint Flavor” appears on the lower
left portion of the PDP under a graphic of a purple colored tablet. The 14-, 28-
and 42-count PDP peel off coupon labels are changed also.

Comment: this is acceptable.

Reference ID: 3697255
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ii. Outer Carton Drug Facts Label
a. Directions
Under the Directions section,
revised to read “Swallow whole. Do not chew, crush or
suck tablets” and the statement has been bolded.

(b) (4)

Comment: this is acceptable, but it is unnecessary to bold the statement.
The Medical Officer’s review of the first flavored omeprazole tablet (NDA
21-229, S-022, Clinical Review of June 2, 2011) recommends that bolding is
not required, and the statement is not bolded in the approved Drug Facts
label of the Prilosec flavored tablet. For consistency with approved labeling,
inform the sponsor that the statement should be unbolded as a minor
editorial change.

b. Inactive ingredients
The list of inactive ingredients has been changed to reflect the new formulation
for the flavored supplement. Refer to the July 24, 2014, CMC review.

Comment: this is acceptable.

iii. Immediate Container (Blister) Label
a.

(b) (4)

Comment: this is acceptable.

b. The statement ®@at the center of the 14-count blister

card has been changed to read “Do not chew, crush or suck tablets”.

Comment: this is acceptable.

B. Tablets, delayed-release (14-, 28-, 42-count bottle cartons)

i. Outer Carton Label Outside Drug Facts
See comments found under section Il.A.i.a. and b.

ii. Outer Carton Drug Facts Label
See comments found under section Il.A.ii.a. and b.

iii. Immediate Container (Bottle) Label
a. The statement “SWALLOW - DO NOT CHEW?” appears under the statement of
identity.

Comment: this is acceptable.

b. The flavor statement “Coated with Wildberry Mint Flavor” appears on the lower
left portion of the PDP under a graphic of a purple colored tablet.

Comment: this is acceptable.
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I11. RECOMMENDATIONS

Issue an APPROVAL letter to the sponsor for the submitted Omeprazole Delayed Release
tablets, 20 mg labeling and request final printed labeling. Request that the sponsor submit final
printed labeling (FPL) identical to the following labels submitted on December 12, 2014:

Wildberry Mint 14-count immediate container (blister)

Wildberry Mint 14-count immediate container (bottle)

Wildberry Mint 14-count inner blister carton

Wildberry Mint 14-, 28- and 42-count blister cartons

Wildberry Mint 14-, 28- and 42-count bottle cartons

Wildberry Mint 14-, 28- and 42-count blister and bottle carton PDP peel-off coupon
labels

Wildberry Mint “FDA Approved” 14-, 28- and 42-count blister and bottle carton labels
Wildberry Mint “Bonus pack! 14 Free” 28- and 42-count blister and bottle labels
Wildberry Mint “BONUS! 14 FREE” 28- and 42-count blister and bottle labels
Wildberry Mint “14 FREE” 28- and 42-count blister and bottle labels

Wildberry Mint “28 + 14 FREE” 42-count blister and bottle carton labels

Wildberry Mint “Triple Pack Three 14-day courses of treatment” 42-count blister and
bottle labels

Wildberry Mint “3 Pack Three 14-day courses of treatment” 42-count bottle label

e Wildberry Mint “Value Pack 3-14 Tablet Bottles” 42-count bottle label

and the following labels submitted on January 30, 2015:

e Wildberry Mint “3 Pack Three 14-day courses of treatment” 42-count blister label
e Wildberry Mint “Value Pack 3-14 Tablet Cartons” 42-count blister label

For consistency with other approved OTC flavored omeprazole products, we recommend the
following minor editorial change:

For all cartons, under the Directions section of the Drug Facts label, unbold the statement
“Swallow whole. Do not chew, crush or suck tablets”. Please submit this change as part of your
final printed labeling.

IV. SUBMITTED LABELING

The labels on the remaining pages of this labeling review were submitted and evaluated in this
labeling review:

41 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following this page
Reference ID: 3697255



This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

MARY R VIENNA
02/04/2015

STEVEN A ADAH
02/05/2015
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Labeling Review for
Omeprazole Delayed Release Tablets, 20 mg

SUBMISSION DATES: March 14 and May 16, 2014

NDA/SUBMISSION TYPE: 22-032 S-024

ACTIVE INGREDIENTS: Omeprazole, 20mg

DOSAGE FORMS: Tablet, Delayed Release

SPONSOR: Dexcel Pharma Technologies Limited
Mary-Anne D’Esposito, M.Sc.
US Agent Lachman Consultant Services, Inc.
1600 Stewart Avenue
Westbury, New York 11590
516-222-6222

TEAM LEADER: Ruth E. Scroggs, Pharm.D., DNRD/ODE IV

PROJECT MANAGER Rebecca McKnight, ONDQA
Jeffrey A. Buchanan, DNCE/ODE IV

I.  BACKGROUND

NDA 22-032 is a 505(b)(2) application approved December 04, 2007, for the treatment of
frequent heartburn (occurring more than two times per week ). The reference-listed drug (RLD)
product for the basis of the 505(b)(2) submission is Prilosec OTC, NDA 21-229, approved on
June 20, 2003. Approved labeling includes a 14-count immediate container (blister), 14-count
immediate container (bottle), 14-count inner blister carton, 14-, 28- and 42-count blister cartons,
and 14-, 28- and 42-count bottle cartons.

Supplement-024, submitted on proposes add ®® flavors @0 the
already-approved original marketed approved drug product. Marketing of the product will
involve use of a series of already approved promotional statements (see Table 1 for list of
submitted labeling pieces and the associated statements). The submitted labeling also includes

The May 16, 2014 submission was a response to our April 25, 2014 information request for the
following:

Reference ID: 3594479
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The sponsor’s May 16, 2014 response provides the following information:

Request 1. Data that demonstrate that consumers experience a flavor coating containing menthol
®) @) .

as flavor.

The sponsor states in the cover letter that in order to complete the response, Dexcel commits to

perform a sensory evaluation using a panel of judges which will evaluate the final formulation

and to submit the results prior to the supplement goal date of July 18, 2014. The sensory

evaluation study's objective will be to provide data that member panelists recognized berry flavor

in addition to menthol. Performing sensory evaluation using panelists has two main advantages:

Request 2: Request for labeling comprehension data
The sponsor states in response to the Information Request, that Dexcel commits to conduct a
label comprehension study and to submit the results to the FDA prior to the supplement goal date
of July 18, 2014.

() @)
Request 3: Data to support a treatment effect claim of heartburn relief such as Refer the
sponsor to Guidance for Industry — Patient-Reported Outcome Measures: Use
Medical Product Development to Support Labeling Claims.
Response 3:
In order to complete the response, Dexcel commits to perform a sensory evaluation using a
panel of judges who will evaluate the final formulation and to submit the results prior to the
supplement goal date of July 18, 2014.

Labeling reviewed is the draft labeling submitted on March 14, 2014 and is compared to the
labeling approved with S-021 on August 16, 2013.

Table 1 describes the 82 pieces of labeling submitted on March 14, 2014, for review for both of

the proposed flavors, @
Table 1 ‘
14-count inner carton for blisters o
14-count blister card B
14-, 28-, 42-count carton for blisters e
14-, 28-, 42-count carton for bottles (b)(:’:)“’

14-count mner carton for bottles
14-count bottle label 2

The following primary display panels are requested with and without
promotional flags as follows:

Absence of promotional flags for a set of 14-,28-, and 42-count blister and
bottle carton labels
Comment: This is acceptable.

To the upper left corners of the primary display panels, the following 8 types of
promotional flags are added. These promotions have been previously approved
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application (new flavor variants)

bottle carton labels

e Peel-off coupon “

for the original flavor labeling, however are new proposed labeling in this

“FDA Approved: 14-, 28-, and 42-count blister and bottle carton labels
“14 FREE” : 28- and 42-count blister carton labels

“28 + 14 FREE: 42-count blister carton label

“Bonus pack!” 14 Free: 28- and 42-count blister and bottle carton labels
“Triple Pack Three 14-day courses of treatment: 42-counter blister and

e “Bonus! 14 Free”: 28- and 42-count blister and bottle carton labels

On This Purchase

instant Redeemable Coupan - Expires XX-XX-XX

| SAVE X NOW!

Comment: These promotions are acceptable.

14-, 28-, 42- count blister and bottle carton labels

o “Value Pack! 3-14 Tablet Cartons “or “Value Pack! 3-14 Tablet
Bottles”: 42-count blister and bottle carton labels

II. REVIEWER’S COMMENTS

*See table 1 for a description of the proposed promotional flags and coupons
A. Tablets, delayed-release (14-, 28-, 42-count blister carton)

i. Inner Carton and Outer Carton Label *Outside Drug Facts

a.

Blister carton- 14 Tablets

Currently Approved in NDA
NDC 0000-000-00
Treats Frequent Heartbum!
Occurming 2 Or More Days a Week
Omeprazole Delaved
Release Tablets 20mg
Acid Reducer

14 Tablets

One 14-day course of treatment

Graphic presentation of
tablet (PDP)

24

(b) (4)
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for this review, the 14-count represents the 28-ct carton (28 Tablets, Two 14-day courses of
treatment) and the 42-ct carton, Three 14-day courses of treatment)

ii. Outer Carton Drug Facts Label

a. Directions

Directions

_ for adults 18 years of age and older

_ this product is to be once a day (every 24
hours). every day for 14 days

_ itmay take 1 to 4 days for full effect: some
people get complete relief of symptoms within 24
hours

14-Day Course of Treatment
_ swallow 1 tablet with a glass of water before
eating in the moming

_ take every day for 14 days
_ do not take more than 1 tablet a day

_ do not use for more than 14 days unless
directed by your doctor

_swallow whole. Do not chew or crush
_ children under 18 years of age: ask a
Heartbum in children may sometimes be
by a serious condition.

b. Inactive ingredients

Inactive in dinnanndu'u.-—

hypromellose acetate mcnme, lactose
te, monoethanolamine, propylens

Li_stofh_ndive
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c. Other Information

Other information
m read the directions and wamings before use
m keep the carton. It cantains important information.
ore at 20-25°C (68-77°F) and protect from moisture 3

Comment: Storage conditions are determined by ONDQA.

iii. Immediate Container (Blister) Label

Widsry i shown o compren. e

Comparison of Labeling
Blister (Wildberry Flavor)

Reference ID: 3594479
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B. Tablets, delayed-release (14-*, 28-, 42-count bottle carton)
*See table 1 for a description of the proposed promotional flags and coupons

i. Outer Carton Label *Outside Drug Facts

¥

Bottle carton- 14 Tablets

Graphic presentation of tablet
(PDP)

14 Tablets
One 14-day course of treatment
1 BOTTLE INSIDE

In this review, the 14-ct represents the 28-ct carton (28 Tablets, Two 14-day courses of
treatment, 2 bottles inside) and the 42-ct carton (42 Tablets, Three 14-day courses of treatment, 3

bottles inside)
ii. Outer Carton Drug Facts Label
See comments found under section II.A.ii. a., b., and c.

iii. Immediate Container (Bottle) Label
Bottle Label

Reference ID: 3594479
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111.RECOMMENDATIONS
Issue an COMPLETE RESPONSE letter to the sponsor for the submitted labeling.

e Please inform the sponsor that we have not received its final response to our request for
information.

Request 1. Data that demonstrate that consumers experience a flavor coating containing
menthol as @ ®flavor.

Request 2: Request for labeling comprehension study results
(b) (4

Request 3: Data to support a treatment effect claim of heartburn relief such as

e ONDQA has a separate information request to send to the sponsor, please convey those
to the sponsor.

IV.SUBMITTED LABELING

The submitted labeling (82 separate PDFs, of March 14, 2014, have a combined file size of 40
megabytes, therefore the labeling is not attached to this review because of the large file size.

Reference ID: 3594479



This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

RUTH E SCROGGS
07/17/2014
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CHEMIST'S REVIEW

1. ORGANIZATION:

2. NDA Number: 22-032

For the treatment of frequent heartburn

3. Name and Address of Applicant (City & State) 4. Supplement(s)
Dexcel Pharma Technologies Number(s) Date(s)
1 Dexcel Street S-024 3/14/14
Or Akiva, Israel 3060000

5. Drug Name 6. Nonproprietary Name 7. Amendments - Dates
Omeprazole Omeprazole

8. Supplement Provides For: the addition of flavored, purple colored

Omeprazole Delayed Release Tablets, 20 mg.

9. Pharmacological Category 10. How Dispensed 11. Related NDAs

(occurring two or more days a week). Rx
12. Dosage Form(s) 13. Potency
Delayed Release Tablets 20 mg

14. Chemical Name and Structure:

15. Records/Reports

Molecular Formula: C;;H;9 N5O3S
Molecular weight: 345.42

5-methoxy-2-[[(4-methoxy3, 5-dimethyl-2-pyridinyl) methyl] sulfinyl]- Current
1H-benzimidazole Yes X No
Reviewed
Yes No X

16. Comments: This is a PA supplement proposes to add flavored Omeprazole Delayed Release Tablets,
20 mg. Dexcel intends to market both the flavored and unflavored Omeprazole Delayed Release Tablets,
20 mg. The stability data presented in this submission demonstrate that the proposed flavored Omeprazole
Delayed Release Tablets, 20 mg and the current unflavored Omeprazole Delayed Release Tablets, 20 mg
are comparable and equivalent.

Reference ID: 3596580

17. Conclusions and Recommendations: The supplement cannot be approved in present from due to the
deficiencies listed below.

The following Information Request should be communicated to the applicant.

Section 3.2.P.2 states that " 'was used to develop the flavored product, Omeprazole

Delayed Release Tablets, 20 mgt. Clarify what is the proposed design space or the @@
in this change.
® Oformulation is included in the submission. Provide

®®@ flavor. In addition, clarify if the formulation in the submission
(b) (4)

Only one flavor
formulation for the
1s for

Provide stability data for the
conditions.

® @flavor under long term, intermediate and accelerated

Only one set of dissolution profile data of three pivotal batch Nos. B.N. BY 150813,
160813, and 170813 was provided, which were all coated with the same flavor, ©©




®®" Clarify if this batch data is for the B |
In order to support the approval of this PAS-024, provide to the Agency for review
another the set of comparative dissolution profile data to support the.  ®®flavor.

A ‘Complete Response’ is requested from the applicant. Issue a ‘CR’ letter.

18. Reviewer:
Name: Kris Raman, Ph.D. Signature: Date Completed: 7/14/2014,
Sr. CMC Reviewer revised 7/21/2014
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NDA 22-032/5-024
REVIEW NOTES

This PA supplement provides for the addition of flavored, purple colored Omeprazole Delayed

Release Tablets, 20 mg. Dexcel Pharma Technologies Ltd. intends to market both the flavored
and unflavored Omeprazole Delayed Release Tablets, 20 mg.

Description of the Drug Product Current vs. Proposed

Unflavored Drug Product: Omeprazole Delayed Release Tablets, 20 mg are brownish, capsule
shaped film coated tablets, with a debossment "20" on one side.

Flavored Drug Product: Omeprazole Delayed Release Tablets, 20 mg are purple, capsule shaped
film coated tablets, with a berry like odor, with a debossment "20" on one side.

Table 1 provides the comparison of compositions of unflavored and flavored Omeprazole
Delayed Release Tablets, 20 mg.

Table 1: Comparison of the Flavored and Unflavored Omeprazole Delayed Release

Tablets, 20 mg
. . . Quantity per Tablet [mg] Function of .
N ¥
Name of Constituent Unflavored | Flavored constituent Grade
(b) (4)
Omeprazole | 20 | 20 |  Drug substance USP
Lactose Monohydrate (b) (4) NF
Sodium Starch Glycolate NF
Sodium Stearate NF
Sodium Stearyl Fumarate NF
(b) (4)
Hypromellose Acetate NF
Succinate
Talc USP
Triethyl Citrate NF
Monoethanolamine NF
Sodium Lauryl Sulfate NF
(b) (4] (b) (4
Menthol Dl NF |
(b) (4 (b) (4)
Sucralose NF
Camauba wax NF
Total weight 307 307

(b) (4)

Pharmaceutical Development
Dexcel Pharma has used ® @6 develop a flavored product of Omeprazole

Delayed Release Tablets, 20mg. The applicant intends to include the flavored formulation in the
same NDA and it should be therapeutically equivalent to the current approved Omeprazole
Delayed Release Tablets, 20mg.
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Quality Target Product Profile
Based on the clinical and pharmacokinetic (PK) characteristics as well as the in vitro dissolution

and physicochemical characteristics of the current approved formulation, a quality target product
profile (QTPP) was defined for the additional flavored formulation (Table 2).

Table 2: Quality Target Product Profile (QTPP) for Flavored Product

Table 3 summarizes the quality attributes of the flavored product and indicates which attributes
were classified as drug product critical quality attributes (CQAs), especially with respect to the
coating layer. Assay, dissolution, gastric resistance and degradation products were identified as
the subset of CQAs that have the potential to be impacted by the coating formulation and/or its
process variables and, therefore, these CQAs will be investigated and discussed in detail in
subsequent formulation and process development studies.
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Table 3: Critical Quality Attributes (CQAs) of Flavored Formulation

Reference ID: 3596580

Quality Attributes of the | Target Is this | Justification
Drug Product a
CQA?
Physical Appearance | Color and shape No Color. shape and appearance are not directly
attribution acceptable fo the linked to safety and efficacy. Therefore. they are
patient. No visual not critical. The target is set to ensure patient
tablet defects acceptability and to differentiate the flavor
observed. product from unflavored product
Odor Pleasant odor No In general. a noticeable odor is not directly linked
to safety and efficacy. but odor can affect patient
acceptability. For this product, neither the drug
substance nor the excipients have an unpleasant
odor.
Size Same to the current | No For comparable ease of swallowing as well as
formulation patient acceptance and compliance with treatment
regimens. the target for dimensions is set similar
to the RLD (Omeprazole DR.Tablefs. 20mg).
Taste Pleasant taste No Taste is not linked to safety and efficacy. but
taste can affect patient acceptability. !
Debozsment | Same as cument No annmhITlLZGngiswiﬂ:debosm'N'
P —
Assay
Uniformuty of dosage unit
Degradation Products




applicant has not discussed in detail in the pharmaceutical development report. However, these
CQA:s are still target elements of the QTPP and are ensured through a good pharmaceutical
quality system and are tested in the final product.

Initial Risk Assessment of the Formulation Variables
The aim of the formulation development was to achieve the targeted flavored product with the
same dissolution profile as the reference product.

Risk assessment of the drug product formulation components was performed to the changed
components: The new coloring mixture and new flavoring ingredients.

Changes in components or composition that have the effect of adding a new excipient or deleting
an excipient are defined as level 3 (Guidance for Industry SUPAC-MR: Modified Release Solid
Oral Dosage Forms). However, specifically, changes of an ingredient affecting the color or flavor
are viewed as minor changes resulting in product formulation that are considered to be the same
from the aspects of bioavailability [Guidance for Industry Submission of S

Bioequivalence Data for ANDAs, May 2011, 21 CFR 320.22(d)(4).]. The initial risk assessment
is presented in Table 4.
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Table 4: Justification for the Initial Risk Assessment of the Formulation Variables_
Formulation
variables

New Coloring

Flavoning
ingredients

Formulation Development Studies
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is formulation was chosen for the

bioequivalence study and as the final flavored formulation.

DRUG SUBSTANCE
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DRUG PRODUCT

_was used to develop a flavored product of Omeprazole Delayed Release

Tablets, 20mg.

Bioequivalence study was performed for the flavored formulation versus the reference product,
Omeprazole Delayed Released Tablets, 20 mg and according to the applicant the two
formulations are bioequivalent.

Composition of the Drug Product

Unit Composition
Table S: Flavored, Purple Colored Omeprazole Delayed Release Tablets, 20 mg

Name of Constituent Quantity per Function of Quality standard
Tablet [mg] constituent

Omeprazole 20.0 o substance USP

Lactose Monohydrate NF

Sodium Starch Glycolate NF

Sodium Stearate NF
NF

Hypromellose Acetate NF

Succinate

Talc USP

Triethyl Citrate

Monoethanolamine
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Inactive Ingredients and Amounts are Appropriate per Inactive Ingredient Database (ITD)
The maximum recommended daily dose for Omeprazole Delayed Released Tablets, 20mg is 20

mg. As shown in the table below, all inactive ingredients used in the manufacture of the flavored
Omeprazole Delayed Released Tablets, 20mg are within the allowable amount in FDA’s Inactive
Inreicts Dt (2 D).

Table 8: Inactive Ingredients and Amounts per IID

Name of Constituent IID Levels for Oral Products
(m
Lactose Monohydrate 5875)4
Sodium Starch Glycolate 876
Sodium Stearate 10
Sodium Stearyl Fumarate 203
Hypromellose Acetate Succinate 560
Talc 2204
Triethyl Citrate 20.177
Monoethanolamine 1
51.69
0.05
14
0.275
300

10




Table 11: Batch Formula

Name of Constituent: Standard

Omeprazole USP
Lactose Monohydrate NF
Sodium Starch Glycolate NF
Sodium Stearate NF
Sodium Stearyl Fumarate NF

Hypromellose Acetate Succinate
Talc
Triethyl Citrate

Monoethanolamine
Sodium Lauryl Sulfate

12
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Biopharm Consult: Biopharm consult request was submitted on, 4/2/2014.

Comment: The Biopharm review by Tien Mien Chen, Ph.D., dated 7/18/2014, has
recommended Complete Response (CR) for this PAS-024. The following Biopharmaceutics
comment needs to be conveyed to the applicant in the CR letter:

e Only one set of dissolution profile data of three pivotal batch Nos. B.N.
BY 150813, 160813, and 170813 was provided, which were all coated with the
same flavor, Clarify if this batch data is for
the In order to support the approval of this PAS-
024, provide to the Agency for review another set of comparative dissolution
profile data to support the | ®@flavor.

Expiration Dating

The same expiration date will be assigned to the flavored tablets packaged in blisters and in
bottles. Therefore, a shelf-life of 24 months is proposed for the flavored Omeprazole Delayed
Release Tablets, 20mg in the two container closure systems.

Comment: Based on stability data, the proposed 24-month stability data is acceptable.

Conclusion:

Based on stability data presented in this submission the proposed flavored Omeprazole Delayed
Release Tablets, 20 mg and the current unflavored Omeprazole Delayed Release Tablets, 20 mg
are considered as equivalent.

LABELING:
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Information Request

The following deficiencies should be communicated to the applicant:

Reference ID: 3596580

Section 3.2.P.2 states that | © “was used to develop the flavored product,

Omeprazole Delayed Release Tablets, 20 mgt. Clarify what is the proposed
@

design space or the clements in this change.

Only one flavor @@ formulation is included in the submission. Provide

formulation for the = ®®@flavor. In addition, clarify if the formulation in the

submission is for ®) @

Provide stability data for the @ ®favor under long term, intermediate and
accelerated conditions.

Only one set of dissolution profile data of three pivotal batch Nos. B.N.
BY150813, 160813, and 170813 was provided, which were all coated with the
same flavor, o ®@ Clarify if this batch data is for
the In order to support the approval of this PAS-
024, provide to the Agency for review another set of comparative dissolution

® @
profile data to support the flavor
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
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KRISHNA P RAMAN
07/21/2014
Isuue CR action letter.

RAMESH RAGHAVACHARI
07/24/2014
Complete Response
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ONDQA BIOPHARMACEUTICS REVIEW

NDA#: 22032/S-024

Submission Date: 03/15/14

Generic Name: Omeprazole

Formulation: DR (delayed release) oral tablet
Strength: 20 mg for OTC (over-the-counter) use
Applicant: Dexcel Pharma

Type of submission: PAS (Prior approval supplement)
Reviewer: Tien-Mien Chen, Ph.D.

SYNOPSIS

Background

Dexcel Pharma’s NDA 22032 for Omeprazole DR 20 mg tablets for OTC (over-the-
counter) use was approved on 12/04/07. It is indicated for treating frequent heartburn
(occurs 2 or more days a week), but not intended for immediate relief of heartburn. It
may take 1 to 4 days for full effect.

Current Submission
On 03/15/14, Lachman Consultant Services, Inc. on behalf of Dexcel Pharma submitted a
PAS-024 seeking approval for the flavored Omeprazole DR 20 mg tablets.

Dexcel Pharma reported that

e There will be ' ®“flavors proposed,

e Dexcel intends to market both the flavored and unflavored (i.e., currently approved
on the market) Omeprazole DR 20 mg tablets.

e The formulation of the flavored Omeprazole DR 20 mg tablets is quantitatively and
qualitatively the same as the current formulation, except for a replacement of the
color mixture and the addition of a berry flavor, sucralose and menthol. The flavor is
to generate a sensation of a berry flavor and cooling effect.

e The tablet shape of flavored tablets is the same as the approved (unflavored) product,
but is different in color (purple instead of brownish) to ease the differentiation of the

flavored product from the current product by patients.
o () @

(b) (4)

Reference ID: 3595903



The stability data submitted and the proposed manufacturing changes are reviewed by the
chemist/ONDQA

A bioequivalence (BE) study and the comparative dissolution profile data between the
flavored and unflavored Omeprazole DR 20 mg tablets were also submitted to support
the proposed changes described in this PAS-024. The BE study No. 130356 is
considered not needed to support the change to the flavor. Therefore, only the
comparative dissolution profile data are reviewed by the Biopharmaceutics/ONDQA.

Biopharmaceutics Review
The Biopharmaceutics review is focused on the evaluation and acceptability of the
comparative dissolution profile data.

Formulation/Composition:
The formulation/composition of the current unflavored and the proposed flavored
Omeprazole DR 20 mg tablets for OTC use is shown below.

Reference ID: 3595903



Table 1. Formulation/Composition of Current Unflavored and the Proposed
Flavored Omeprazole DR 20 mg Tablets for OTC Use

Name of Constituent Umo"rt:dpﬂi T.:.ll:t vlol:‘legdL l;'::::t:::: Grade
Omeprazole 20 g USP
Lactose Monohydrate NF
Sodium Starch Glycolate NF
Sodium Stearate NF
Sodium Stearyl Fumarate NF
Hypromellose Acetate NF
Succinate
Talc USP
Triethyl Citrate
Monoethanolamine

The above proposed changes to the film coat color and the addition of flavor are considered
minor according to SUPAC guidance.

Comparative Dissolution Profile Data:
The FDA currently approved dissolution method as shown below was employed for
comparative dissolution testing.

Apparatus: USP II (Paddle) with 100 rpm
Medium: Acid Stage: 0.1 N HCI 750 mL for 2 hrs

Buffer Stage: pH 6.8 phosphate buffer, 1000mL at 37°C
Acceptance

Criterion: Q=- at 30 min

1. Comparative dissolution profile data of the three flavored batch Nos. BY150813,
BY 160813, BY170813 are shown below.
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Table 2. Mean Comparative Dissolution Data (n=12 tablets/batch)

Figure 1. Comparative Dissolution Profile of Three Stability Batches of Flavored
Omeprazole DR 20 mg Tablets

2. Comparative Dissolution Profiles of the Biobatch Nos. BY150813 (Flavored; Test)
and BY701109 (Current, unflavored; Reference) Omeprazole DR 20 mg Tablets
used in the BE study No. 130356.

Table 3. Mean Comparative Dissolution Data (n=12 tablets/batch)

Reference ID: 3595903



Figure 2. Mean Comparative Dissolution Profile of the Biobatch Nos. BY150813
(Flavored; Test; Blue curve) and BY701109 (Current, unflavored;
Reference; Red Curve) Omeprazole DR 20 mg Tablets

Comparative Dissoluiton Profiles
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Note: Blue curve is for Test and Red curve is for Ref products and Time (X-axis) is in a 5-min increment.

The similarity factor (f2) was calculated to be 74.1 indicating similarity between the two
dissolution profiles.

Reviewer’s Comments:

The proposed changes of adding flavor to the currently approved unflavored Omeprazole
DR 20 mg tablets is reviewed. The dissolution data presented in this submission
demonstrate that based on the similarity factor (f2) calculated, 74.1, the proposed
flavored Omeprazole DR 20 mg tablets and the current unflavored Omeprazole DR 20
mg tablets are similar. This PAS-024, however, supports the addition of only one of the
®® flavors proposed to the Omeprazole DR 20 mg tablets, we

Finally, the BE study No. 130356 conducted is not reviewed for it is considered not
needed to support the minor changes to the flavor.

RECOMMENDATION
From the Biopharmaceutics perspective, it is recommended CR (complete response) for
this PAS-024. The following Biopharmaceutics comment needs to be conveyed to the
Applicant in the CR letter.

COMMENT: (Needs to be sent to the Applicant)
e Only one set of dissolution profile data of three pivotal batch Nos. B.N. BY150813,
160813, and 170813 was provided, which were all coated with the same ﬂavo(%w
®@ Clarify if this batch data 1s for the
®®@flavor. In order to support the approval of this PAS-024, provide to the

Agency for review another set of comparative dissolution profile data to support the
®@flavor.

Reference ID: 3595903



Tien-Mien Chen, Ph.D.
ONDQA Biopharmaceutics Reviewer

Tapash Ghosh, Ph.D.
ONDQA Biopharmaceutics Team Leader

CC: DARRTS/NDA No.22032/PAS-024\R Lostritto

Reference ID: 3595903

07/18/14

Date

07/18/14

Date



sNDA 22032/S-024 for OTC Omeprazole
DR 20 mg Tablets

Appendix

Mean and Individual Dissolution Data
(n=12 tab/batch)
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I. Three Flavored Batch Nos. BY150813, BY160813, BY170813 of Proposed
OTC Omeprazole DR 20 mg tablets

Batch-to-batch variabality
Dissolution data for 3 production batches of flavored Omeprazole Delayed Released
tablets, 20 mg tested using the approved dissolution method revealed the following

Dissolution (%e)
BN BY150813- Test batch in BE 130356

[ Time
(min) BN BY160813

[1] [1]
120 0
130 23.0
135 583
140 731
145 817
150 872

c:sa§EEEE ;tzaﬁﬁiiq 355§§§§i‘

All batches conply with the specification of NLT ' (Q). As seen per 12
idividual tablets, average results, the three pivotal batches revealed simular
dissolution profile.
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II. The Biobatch Nos. BY150813 (flavored) and BY701109 (Current OTC)
Omeprazole DR 20 mg tablets

Comparative Dissolution Profile
BY150813-Flavored Omeprazole DR (Tested batch)

Vi,
Y1308149-Omeprazole DR (Reference batch) BE 130356)
Dissolution Data for 12 mdividual tablets for the test batch (BY150813) and the
reference batch (Y1308149) used m the current bioequivalence study 15 shown below.
[ Time Dissolution (%)
(min) BN BY150813 (flavored) —Test batch in BE 130356

Tme Dissolution (%)
(min) B.N Y1308149 -Reference batch in BE 130356

T [ T2 13| |15 |16] 17| 18] 19 T10] 111|112 |Awrge| RSD |

Individual

0 0 NA
120 0 NA
135 4238 0.13
140 669 0.04
5 787 002
150 854 0.01

Reference ID: 3595903



This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

TIEN MIEN CHEN
07/18/2014

TAPASH K GHOSH
07/18/2014
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From: Buchanan, Jeffrey A.

To: m.desposito@lachmanconsultants.com
Cc: Buchanan, Jeffrey A.
Subject: NDA 22032 S-024 omeprazole - Information Request
Date: Wednesday, January 28, 2015 1:30:37 PM
Attachments: 42-ct 3-pack blister.pdf
42-ct value pack blister.pdf
Importance: High
Hi Mary-Anne,
We have the following Information Request pertaining to the above-referenced
application:
o The Drug Facts labels for the 42-ct blister carton with the red “3 PACK

Three 14-day courses of treatment” flag and the 42-ct blister carton with the yellow
“Value Pack! 3-14 Tablet Cartons” flag are illegible and cover less than half of the
back of the carton. Submit revised labeling with appropriate Drug Facts labeling no
later than Monday, February 2, 2015, in order to meet the PDUFA date for this
supplement.

You may reference the attached labels. Please feel free to contact me should you
have questions.

Jeffrey Buchanan

U.S. Food and Drug Administration
FDA/OMPT/CDER/OND/ODE IV/DNDP
White Oak Building 22, Room 5461
10903 New Hampshire Avenue

Silver Spring, Maryland

Use zip code_20903 if shipping via United States Postal Service (USPS).
®) @

Phone: (301) 796-1007 Fax: (301) 796-9899

Email: jeffrey.buchanan@fda.hhs.gov

Reference ID: 3693720
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

JEFFREY A BUCHANAN
01/28/2015
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Food and Drug Administration
Silver Spring MD 20993

NDA 022032/S-024
COMPLETE RESPONSE - CMC

Dexcel Pharma Technologies Ltd.

c/o Lachman Consultant Services, Inc.
Attention: Mary-Anne D'Esposito, M.S.
Director

1600 Stewart Avenue, Suite 604
Westbury, NY 11590

Dear Ms. D’Esposito:

Please refer to your Supplemental New Drug Application (SNDA) dated March 15, 2014,
received March 18, 2014, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and
Cosmetic Act (FDCA) for omeprazole delayed-release tablets, 20 mg.

We also refer to your October 15, 2014 resubmission, received October 15, 2014, to your
supplemental new drug application.

This resubmission constitutes a complete response to our September 29, 2014 action letter. The
user fee goal date is February 13, 2015.

If you have questions, contact me at (301) 796-1007.
Sincerely,
{See appended electronic signature page}
Jeffrey Buchanan
Regulatory Health Project Manager
Division of Nonprescription Drug Products

Office of Drug Evaluation 1V
Center for Drug Evaluation and Research

Reference ID: 3667183



This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

JEFFREY A BUCHANAN
12/03/2014
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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

Lachman Consultants acknowledged receipt of the email below via telephone call on 12/01/14
@1640hrs. They advised their emails to FDA are being returned as undeliverable and they are
communicating with FDA via telephone only at this time. Their IT Admin is investigating the

issue.

Jeff Buchanan

Reference ID: 3666136



From: Buchanan, Jeffrey A.

To: m.desposito@lachmanconsultants.com

Cc: Buchanan, Jeffrey A.

Subject: NDA 22032 S-024 omeprazole - Information Request
Date: Monday, December 01, 2014 4:05:15 PM
Importance: High

Hi Mary-Anne,

We have the following Information Request relative to your Resubmission/After-
Action Complete Response for NDA 22032 S-024 omeprazole. Please respond by
close of business December 15, 2014. Feel free to contact me, should you have
guestions.

(b) (4)
o The name of the coating is misleading. Data from the

sensory evaluation submitted on July 18, 2014, describes the flavor of the placebo
tablet as both berry and mint, with an aftertaste that was more strongly mint than
berry. Please correct the name of the flavor to accurately reflect the study data.

Jeffrey Buchanan

U.S. Food and Drug Administration
FDA/OMPT/CDER/OND/ODE IV/DNDP
White Oak Building 22, Room 5461
10903 New Hampshire Avenue

Silver Spring, Maryland

Use zip code_20903 if shipping via United States Postal Service (USPS).

(b) (4)

Phone: (301) 796-1007 Fax: (301) 796-9899

Email: jeffrey.buchanan@fda.hhs.gov
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NDA 022032/S-024

Food and Drug Administration
Silver Spring MD 20993
Dexcel Pharma Technologies Ltd.

REVIEW EXTENSION -
CMC SUPPLEMENT
c/o Lachman Consultant Services, Inc.
Attention: Mary-Anne D'Esposito, M.S., Director
1600 Stewart Avenue, Suite 604
Westbury, NY 11590

Dear Ms. D’Esposito:

Cosmetic Act for omeprazole delayed-release tablets, 20 mg.

Please refer to your Supplemental New Drug Application (SNDA) dated March 13, 2014,
received March 18, 2014, submitted under section 505(b)(2) of the Federal Food, Drug, and

On July 18, 2014, we received your July 18, 2014 major amendment to this application.
Therefore, we are extending the goal date by two months to provide time for a full review of the
submission. The extended user fee goal date is September 18, 2014.

If you have questions, call Jeff Buchanan, Regulatory Project Manager, at (301) 796-1007.
Sincerely,

{See appended electronic signature page}

Theresa Michele, M.D.
Director

Division of Nonprescription Clinical Evaluation
Office of Drug Evaluation 1V

Center for Drug Evaluation and Research

Reference ID: 3596039
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McKnight, Rebecca

From: McKnight, Rebecca

Sent: Friday, April 25, 2014 12:27 PM

To: m.desposito@lachmanconsultants.com
Subject: IR Questions for NDA 22032/S-024

Dear Ms. D’Esposito,

We are reviewing NDA 22032/5-024, and would request the following information:
1. Data that demonstrates that consumers experience a flavor coating containing menthol as @@ favor.

2. Label Comprehension study data for the proposed label that demonstrates consumer understanding that the
flavored tablets are to be swallowed whole and not chewed.

3. Data to support a treatment effect claim of heartburn relief such as Refer the sponsor to Guidance for
Industry — Patient-Reported Outcome Measures: Use in Medical Product Development to Support Labeling
Claims.

(b) (4)

If you have any questions, please contact me.
Thank you,

Rebecca McKnight

Regulatory Health Project Manager
Division of New Drug Quality Assessment Ill
CDER — ONDQA

Food and Drug Administration

(301) 796-1765

Reference ID: 3495948
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
Silver Spring, MD 20993

NDA 22032/S-024
ACKNOWLEDGEMENT --
PRIOR APPROVAL SUPPLEMENT
Dexcel Pharma Technologies Ltd.
c¢/o Lachman Consultant Services, Inc.
Attention: Mary-Anne D'Esposito, M.S., Director
1600 Stewart Avenue, Suite 604
Westbury, NY 11590

Dear Ms. D’Esposito:

We have received your Supplemental New Drug Application (SNDA) submitted under section
505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA or the Act) for the following:

NDA NUMBER: 22032

SUPPLEMENT NUMBER: S-024

PRODUCT NAME: Omeprazole Delayed Release Tablets
DATE OF SUBMISSION: March 13, 2014
DATE OF RECEIPT: March 18, 2014

This supplemental application proposes the following change(s): the addition of flavored
Omeprazole Delayed Release Tablets, 20 mg.

Unless we notify you within 60 days of the receipt date that the application is not sufficiently
complete to permit a substantive review, we will file the application on May 17, 2014, in
accordance with 21 CFR 314.101(a).

If the application is filed, the user fee goal date will be July 18, 2014.

SUBMISSION REQUIREMENTS

Cite the application number listed above at the top of the first page of all submissions to this
application. Send all submissions, electronic or paper, including those sent by overnight mail or
courier, to the following address:

Reference ID: 3491376



NDA 22032/S-024
Page 2

Food and Drug Administration

Center for Drug Evaluation and Research
Division of Non-Prescription Clinical Evaluation
5901-B Ammendale Road

Beltsville, MD 20705-1266

All regulatory documents submitted in paper should be three-hole punched on the left side of the
page and bound. The left margin should be at least three-fourths of an inch to assure text is not
obscured in the fastened area. Standard paper size (8-1/2 by 11 inches) should be used; however,
it may occasionally be necessary to use individual pages larger than standard paper size.
Non-standard, large pages should be folded and mounted to allow the page to be opened for
review without disassembling the jacket and refolded without damage when the volume is
shelved. Shipping unbound documents may result in the loss of portions of the submission or an
unnecessary delay in processing which could have an adverse impact on the review of the
submission. For additional information, see
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/Drug
MasterFilesDMFs/ucm073080.htm.

If you have questions, call me, at (301) 796-1765.
Sincerely,

{See appended electronic signature page}

Rebecca McKnight

Regulatory Health Project Manager

Division of New Drug Quality Assessment 11
Office of New Drug Evaluation

Center for Drug Evaluation and Research

Reference ID: 3491376
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Generic or Proper
Name:
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Approval Date:

Indication:

Approval Package for:

APPLICATION NUMBER:
0220320rigl1s052

Omeprazole

Omeprazole

Dexcel Pharma Technologies Ltd.

October 1, 2021

Treats frequent heartburn (occurs 2 or more days a week)
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NDA 022032/S-052
SUPPLEMENT APPROVAL

Dexcel Pharma Technologies Limited

c/o: Icon Clinical Research LLC (Authorized Agent)
Attention: Amy Kneifel, RAC

Director, Regulatory Affairs

79 TW Alexander Drive

4401 Research Commons Bldg., Suite 300
Durham, NC 27709

Dear Ms. Kneifel:

Please refer to your supplemental new drug application (sSNDA) dated and received
June 2, 2021, and your amendments, submitted pursuant to section 505(b)(2) of the
Federal Food, Drug, and Cosmetic Act (FDCA) for omeprazole delayed release tablets,
20 mg.

This “Prior Approval” supplemental new drug application provides for the addition of a
cool mint flavored formulation and associated labeling.

APPROVAL & LABELING

We have completed our review of this application, as amended. It is approved, effective
on the date of this letter, for use as recommended in the enclosed agreed-upon
labeling.

LABELING

Submit final printed labeling (FPL), as soon as they are available, but no more than 30
days after they are printed. The FPL must be identical to the enclosed labeling
described below, and must be in the “Drug Facts” format (21 CFR 201.66), where
applicable.

Cool Mint Flavored Tablets Label Submitted on August 12, 2021:
1. 2-count immediate container label

Cool Mint Flavored Tablets Labeling Submitted on July 26, 2021:

2. 14-count immediate container (blister)

3. 14-count immediate container (bottle)

4. 14-count inner carton

5. 2-count physician sample outer carton (blister)

6. 14-count outer carton (blister)

7. 14-count outer carton with the “FDA Approved” statement (blister)

Reference ID: 4866054



NDA 022032/S-052
Page 2

8. 14-count outer carton (bottle)

9. 14-count outer carton with the “FDA Approved” statement (bottle)

10. 28-count outer carton (blister)

11. 28-count outer carton with the “14 Free” statement (blister)

12. 28-count outer carton with the “Bonus! 14 Free” statement (blister)

13. 28-count outer carton with the “Bonus Pack! 14 Free” statement (blister)
14. 28-count outer carton with the “FDA Approved” statement (blister)

15. 28-count outer carton (bottle)

16. 28-count outer carton with the “14 Free” statement (bottle)

17. 28-count outer carton with the “Bonus! 14 Free” statement (bottle)

18. 28-count outer carton with the “Bonus Pack! 14 Free” statement (bottle)

19. 28-count outer carton with the “FDA Approved” statement (bottle)

20. 42-count outer carton (blister)

21. 42-count outer carton with the “14 Free” statement (blister)

22. 42-count outer carton with the “Bonus! 14 Free” statement (blister)

23. 42-count outer carton with the “Bonus Pack! 14 Free” statement (blister)
24. 42-count outer carton with the “FDA Approved” statement (blister)

25. 42-count outer carton with the “3 PACK Three 14-day courses of treatment”
statement (blister)

26. 42-count outer carton with the “28 + 14 FREE” statement (blister)

27. 42-count outer carton with the “Value Pack! Three- 14 Tablet Cartons” statement
(blister)

28. 42-count outer carton with the “Triple Pack Three 14-day courses of treatment”
statement (blister)

29. 42-count outer carton (bottle)

30. 42-count outer carton with the “14 Free” statement (bottle)

31. 42-count outer carton with the “Bonus! 14 Free” statement (bottle)

32. 42-count outer carton with the “Bonus Pack! 14 Free” statement (bottle)

33. 42-count outer carton with the “FDA Approved” statement (bottle)

34. 42-count outer carton with the “3 PACK Three 14-day courses of treatment”
statement (bottle)

35. 42-count outer carton with the “28 + 14 FREE” statement (bottle)

36. 42-count outer carton with the “Value Pack! Three- 14 Tablet Bottles” statement
(bottle)

37. 42-count outer carton with the “Triple Pack Three 14-day courses of treatment”
statement (bottle)

38. 14-count IRC (blister)

39. 14-count IRC (bottle)

40. 28-count IRC (blister)

41. 28-count IRC (bottle)

42. 42-count IRC (blister)

43. 42-count IRC (bottle)

U.S. Food and Drug Administration
Silver Spring, MD 20993
www.fda.gov

Reference ID: 4866054
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The FPL should be submitted electronically according to the guidance for industry
Providing Regulatory Submissions in Electronic Format — Certain Human
Pharmaceutical Product Applications and Related Submissions Using the eCTD
Specifications.! For administrative purposes, designate this submission “Final Printed
Labeling for approved NDA 022032/S-052.” Approval of this submission by FDA is not
required before the labeling is used.

If you are interested in marketing other package configurations in the future, (e.g.,
immediate containers containing more than 14-count, package sizes more than 42-
count), a prior approval labeling supplement that includes data to adequately
demonstrate appropriate consumer comprehension of limitations of use must be
submitted. We encourage you to contact us about the content and format of such a
supplement prior to submission.

DRUG REGISTRATION AND LISTING

All drug establishment registration and drug listing information is to be submitted to FDA
electronically, via the FDA automated system for processing structured product labeling
(SPL) files (eLIST). At the time that you submit your final printed labeling (FPL), the
content of labeling (Drug Facts) should be submitted in SPL format as described at
FDA.gov.? Information on submitting SPL files using eLIST may be found in the
guidance for industry SPL Standard for Content of Labeling Technical Qs and As. In
addition, representative container or carton labeling, whichever includes Drug Facts,
(where differences exist only in the quantity of contents statement) should be submitted
as a JPG file.

PROPRIETARY NAME

If you intend to have a proprietary name for this product, the name and its use in the
labels must conform to the specifications under 21 CFR 201.10 and 201.15. We
recommend that you submit a request for a proposed proprietary name review. (See the
guidance for industry Contents of a Complete Submission for the Evaluation of
Proprietary Names and PDUFA Reauthorization Performance Goals and Procedures —
Fiscal Years 2018 Through 2022.)

REPORTING REQUIREMENTS

We remind you that you must comply with reporting requirements for an approved NDA
(21 CFR 314.80 and 314.81).

1 We update guidances periodically. For the most recent version of a guidance, check the FDA Guidance
Documents Database https://www.fda.gov/Requlatorylnformation/Guidances/default.htm.

2 http://www.fda.gov/Forindustry/DataStandards/StructuredProductLabeling/default.htm

U.S. Food and Drug Administration
Silver Spring, MD 20993
www.fda.gov
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Page 4

If you have any questions, call Phong Pham, PharmD, MBA, Regulatory Project
Manager, at (301) 837-7656.

Sincerely,
{See appended electronic signature page}

Nushin Todd, MD, PhD

Director (Acting)

Division of Nonprescription Drugs |

Office of Nonprescription Drugs

Center for Drug Evaluation and Research

ENCLOSURE(S):
e Carton and Container Labeling

U.S. Food and Drug Administration
Silver Spring, MD 20993
www.fda.gov
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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

NUSHIN F TODD
10/01/2021 07:24:44 AM
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Swallow whole.
Do not chew, crush, or suck tablets.

First two doses of a 14-day course of treatment.

Do not take for more than 14 days
or more often than every 4 months
unless directed by a doctor.

47K1B 00 X1 071921

Coated with cool mint flavor

Omeprazole DR
Tablets 20mg
Acid reducer
Push tablet through foil.
Dexcel Pharma Technologies Ltd

akidma Street,
Yokneam 2069200, Israel

x

Coated with cool mint flavor

Omeprazole DR
Tablets 20mg
Acid reducer
Push tablet through foil.
Dexcel Pharma Technologies Ltd

lakidma Street,
Yokneam 2069200, Israel
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Compare to Prilosec OTC®*

Treats FREQUENT Heartburn!

Acid Reducer
SWALLOW - DO NOT CHEW

14 TABLETS

i

24 HR

Omeprazole

Delayed Release Tablets 20 mg

Cool Mint
Coated Tablet

One 14-day course of treatment
May take 1 to 4 days for full effect
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1 Tips for Managing Heartbum ) ) - ) r
/ \ m Do not lie flat or bend over after eating m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,
\ / m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime m Eat slowly and avoid big meals
m Raise the head of your bed m If overweight, lose weight  m Quit smoking
A r
| I |
FORMAT: STANDARD
TYPE SIZES:
TITLE 9pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.5 pt
BULLETS 5pt ITF Zapf Dingbats (square)
with 2 ems (MM) spacing between statements
TELEPHONE # 6 pt Helvetica Neue LT Std 77 Bold Condensed
HEAVY LINES 1.5pt
HAIRLINES 0.5 pt Extend to within 2 spaces of the “Drug Facts” box

Reference ID: 4866054

> lot number and
expiration date



L
/ \

Tips for Managing Heartburn

m Do not lie flat or bend over after eating m Avoid heartburn-causing foods such as rich, spicy, fatty or fried foods,

m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables

m Do not eat before bedtime m Eat slowly and avoid big meals

m Raise the head of your bed m If overweight, lose weight  m Quit smoking L
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Read Drug Facts label on back before trying

FREE SAMPLE INSIDE

Treats FREQUENT Heartburn!

Omeprazole

Delayed Release Tablets 20 mg

Acid Reducer
SWALLOW - DO NOT CHEW

2 TABLETS

First two doses of a 14-day course of treatment
May take 1 to 4 days for full effect

Compare to Prilosec/0TC*
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Tips for Managing Heartbum
m Do not lie flat or bend over after eating m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,
m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime m Eat slowly and avoid big meals
m Raise the head of your bed m If overweight, lose weight  m Quit smoking
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m Do not lie fiat or bend over after eating m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,
m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime m Eat slowly and avoid big meals
3 m Raise the head of your bed m If overweight, lose weight ~ m Quit smoking L
/——”:‘:‘"/ ; < ufed juiof 1o ysese dojgrep nof m \Q
092661 L0081 SJUBLLILLIOD 10 SUOI S AN eouRIppOn0Lm
8124 p | Ayau) ‘ujaoeu} ‘B pxojp Wnjey} SYWOW AIaN8 JUBLUJRAI} D BSINGD | LRY} &I0W Bfe} 0} paunofm
0= E ) ‘ss0jenns'geiewny |f1eg swNPos BJImSWNPCS 81ej00k|6 (iels sep | uey aiow s} pnpoud sy} aje} o) paunokm
= g 2 wnipes ‘apyns |Kine| wnjpos UG LT SUBSIOM JOSBNUIIICD UG B3y ok m
§ 5 E 0)B| BJRUPINS BRJ0R §ouaumdku ‘esofjavdiy 8y unujwne 3 100 0pe Ysep ue o dojg
= ? 2 g 304 9010 WRINY 1 3010 R XRMRNELIR) S)UPa.I6U | an goeu ] *sBiup vorduasad ufeyas yum pesaul Aew sionpal piay Gnip
f3g @M P o) Pajad pUe( .L1-89)) z-0z e aiop m | Uonduzsaide Gupe}1enof §osn elojaqisoeusieyd 10 1ojo ope sy
2 g “UCIRULIOJU) JUB O |SURCO ) "W ied 8y} dsy m updyoeunjsm
g ] 0 8.0J80 S6U|WRM PUR SUCaP 8U} peal B Buywoao wsneum
§ g_ uogeuuoju By 530/ Jy6 pwm paureidxsun m
. wnqyesy yua frenojyed ‘GujBaym wsnbal; m
~ uopuc S e eAq pases aqsawuws .
22 » A UOyIpUCOSNoUas anw eyo ufis eaqAew sjy)° Syjucw ¢ Jar0 WGHEsy pey m
ga Kew wipgyou LunquneuJopopemﬁegﬁrxf:w;ual o) oK1 &1 810} J0}2 ODE YSY
-_?_ SO p ABAS UR L UZY0 8 J0UL 0SKED . UEL 8 10ULIO} 8 YR JOUOP B J0p0p Inok 885 "W IPUDI S pEs © P sublsaq fau asay)
é a U0 A1aN3 &sin0akep-p) ® Jedal AU mAm updysayo wanbay m
(popaau 1) sasinog eg-p}. pajea doy ssaupspeayyBi 10 SBp|mysio ypau' suueo} bupealds
; ued ‘Buieess ‘ypea.q p sssupoys yum ued Bpimysio ued sayom
S14GRXINSI0 YSIOME 210U 0Q 210 Yt MOe IS | $52UR3 P10BuLa MS $5U papeay ]| yyM WngHeey W
10}20p Jm KAQ Pa}BPSSB|UNS P )} URY BI0L J0) &8N J0U Op M SI00BY2Iq
fepe13qy | By alowaKe)jouopm 10 fpeo|q Jo| 4 Bupy waon ' pooy Bumojems ured 1o gqnany m
SEDY 110 AepkB /o cye)m fpanq.0'pooig yym Buiywion'pooy l:alnll;umlumq[:mnu
a Bujwow auyy uj Guiea aigaq Jajem Josse|l & yuw 13(qe] | MojemS -
%gg é W eat] Jo 95009 Aeg-p | ajozeidaun 0} Afissje a1e nok ) asnjou og e Alue| Iy o
EEFR S0y 5 Uy swqduds shuiuep 2
E E =4 E FE T ] 1§D 8jdoadawos ‘paya|nlojsep yq Layeliewym Daya|inJojskep § o
3 S 8 2 shkep ¢ 10y Aep fians ' (Inqy 4z K1ang) fep e souo ?snaq o;;q pnposdsiy) m 0 1 8} fouw Bup SIy} LINGUEBY J0 Jajal BJpaULL) 0} papuajul Jou m :
F323 Bpp pie abe josieah g} synpe.jo} @ (N & Skep JTWITZ SImad uIng Bay Jusnbaysiea) m )
gggs suon@1Iq asp g
o
E 12Z21-222-008 1) feme 611 188D (0D UOSIOJB IBJIDI A
38 Jodjay 221fBu1 196 ‘8S0Pua 0 0 85RO USPJYO 0 foeal Jonodaay | SONPEPRY buog dozedaug <
&N al0pq 2w ssajoid yeaye yse* Bupeay-jsea x 20y ueubadyy | 850 ding (a1 qeyoeaui) Juapaibul aAgay g
\ peanuipoo)spe4 g sjae4 bug /______..‘
A r
fl aNrazole Safety Feature - Do not
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FDA Approved

Treats FREQUENT Heartburn! @24 HB
Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer
SWALLOW - DO NOT CHEW

14 TABLETS

One 14-day course of treatment
May take 1 to 4 days for full effect
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g Facts (continued) Drug Facts continued) Drug Facts
Askaa doctor or pharmacist before use if you are taking a prescription Other information Active ingredient Purpose
9. Ackd reducers may nteract with certan prescrption druge. wreadthe directions and wamings before use (in each tablet)
Stop use and ask a doctor if: mkeepthe carton. It contains important nformation. OMEPRAZOE 20 ... Ackd rezEr
'm your hearthurn continues or worsans mstore at20-25°C (88-77°F) and protect from
myouneed to take this product for more than 14 days moisture Use
:mg&eﬂ;mmgmemani course f treatment every 4 months Inactive ingredients amatbawa, ltamﬁaqumneamunoomlrshr_nmdays
myoudevelop a rash of joint pain FDEC blue #1 frillant blue FCF auminum lake, mnct intended for immediate relief of hearttu;
Iypromellose, hypromellosz acetate succinate, thisdrug maytake 104 days for ful effect
If pregnant or breast-feeding, ask a health professional before use. lactose monohydrate, menthol, monoethanolamine,
Keep out of reach of children. In case of overdoss, get medicalhep or sodium lauryl sulfate, sodium starch glycolate, Warnings
contact a Poison Control Center right away (1-800-222-1222). sodium stearate, sodium stearyl fumarate, sucralose, Allergy alert: Do nat use if you are allergic to
Directions talg, titanium dioxide, triacetin, triethyl citrate omeprazole
o Do not use if you have:
- m for adults 18 years of age and dder Questions or comments?1-800-719-9260 / 24 Hn ) ) L
m this product isto be used once a day (every 24 hours), every day for 14 days Treats FREOUENT Heartburn! ) " tbﬂ:b: b'::;::l m 3&? vomting wit
mitmay take 1 to 4 days for full effedt; some people get complete relief of Tips for Managing Heartbum mm' m wiith lightheadedness, sweating
symptoms within 24 hours m Donot lieflat or bend over after eating " me : o
14-Day Course of Treatment 1t Do ot weartight g cloting round he somach me ra ZO e ' chest pan cr shaulder pai with shortness of
w swallow 1 tablet with a glass of water before eating in the maming Vot ygur bt breath; sweating; pai spreading to arms, neck
 takeovery day for 14days i et cousing fods suchas i, sp, Delayed Release Tablets 20 mg or shouklers; o lheadechness
m do not take more than 1 tableta day fatty or fried foods, chocolate, caffeine, alcohol and . mfrequent chest pain
m do not use for more than 14 days unless directed by your doctor certain fruits and vegetables A(:Id Reducel‘ These may be signs of a serious condition. See
m swallow whole. Do not chew, crush, or suck tablets. w Eat slowly and awoid big meals your doctor.
Repested 14-Day Courses (i needed) W overwelght, ose weight - Quitsmoking SWALLOW - DO NOT CHEW Aska doctor before use f you have:
myou may repeat a 14-day course every4 months 1 BOTTLE INSIDE m had heartburn over 3 months. This may be a sign
ldohm:?lhm;oﬂmulmwmmlmmlmm ade i 14 TABLEI'S of a more serius condition.
unl rected by a doctor mfrequent wheezing, particularly with heartbum
mhildren under 18 yers of age: ask a doctor. Heartbum i chicken may Manufactured by: ) munexplained welght oss
sometimes be caused by a sericus condition. 'S Dexcel Pharma Technologies Ld One 14-day course of treatment ~ COOL MINT mnausea or vomiting - m stomach pain >
| | : 10 Hakidma Street, Yokneam 2069200, Israel Maytake 1 to 4 days for full effect Coated Tablet
5 \ ( 1 ~
*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.
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Drug Facts (continued)

Ask a doctor or pharmacist before use if you are taking a prescription
drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a doctor if:

myour heartbum continues or worsens

myouneed to take this product for more than 14 days
myouneed to take more than 1 course of treatment every4 months
myouget diarrhea

myou develop a rash or joint pain

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222).

Directions

m for adults 18 years of age and older

w this productisto be used once a day (every 24 hours), every day for 14 days

mitmay take 1 to 4 days for full effect; some people get complete relief of
symptoms within 24 hours

14-Day Course of Treatment

m swallow 1 tablet with a glass of water before eating in the moming

m take every day for 14 days

m do not take more than 1 tablet a day

m do not use for more than 14 days unless drected by your doctor

m swallow whole. Do not chew, crush, or suck tablets.

Repeated 14-Day Courses (if needed)

myou may repeat a 14-day course every 4 months

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

mchildren under 18 years of age: ask a doctor. Heartbum in children may
sometimes be caused by a serious condition.
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Drug Facts (continued)

Other information

mread the directions and wamings before use

mkeepthe carton. It contains important information.

mstore at 20-25°C (68-77°F) and protect from
moistre

Inactive ingredients camawa wa,

FDEC blue 1 trilliant blue FCF auiminum lake,
mypromellose, hypromellos2 acetate succinate,
lactose monohydrate, menthol, monoethanolamine,
sodium lauryl sulfate, sodium starch glycolate,
sodium stearate, sodium stearyl fumarate, sucralase,
talc, titanium dioxide, triacetin, triethyl citrate

Questions or comments ?1-800-719-9260

Tips for Managing Heartbum
m Do not lieflat or bend over after eating

m Do not wear tight-fitting clothing around the stomach

m Do not eat before bedtime

m Raise the head of your bed

' Avoid heartbum-causing foods such asrich, spicy,
fatty or fried foods, chocolate, caffeine, alcohol and
certain fruits and vegetables

m Eat slowly and avoid big meals

m if overweight, lose weight - m Quit smoking

1 BOTTLE INSIDE
Made in Israel
Manufactured by:

Dexcel Pharma Technologies Lid
10 Hakidma Street, Yokneam 2069200, Israel

Safety Feature - Do not use if printed
seal under cap is broken or missing.

DC 0000 000-00 ompare to Prilosec 0

Treats FREQUENT Heartburn! @24 HR
Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer
SWALLOW - DO NOT CHEW

14 TABLETS

One 14-day course of treatment  COOL MINT
May take 1 to 4days for full effect Coated Tablet

4 |

Drug Facts

Active ingredient Purpose
(in each tablet)

Omeprazole 20 M. ACI reducer

Use
m treats frequent heartbum (occurs 2 or more days

]
m nat intended for immedate relief of heartbum;
this drug may take 110 4 days for full effect

Warnings

Allergy alert: Donct use if you are allergic to

omeprazole

Do not use if you have:

mtrouble o pain swallowing food, vomiting with
blood, or bioody or back stools

m heartbum with lightheadedness, sweating or
dizziness

m chest pain or shoulder pain with shortness of
breath; sweating; pain spreading to arms, neck
or shoukders; or lightheadedness

mfrequent chest pain

These may be signs of a serious condition. See

your dodlor.

Ask a doctor before use if you have:

m had heartbumn over 3 months. This may be a sign
of amore serius condition.

mfrequent wheezing, particularly with heartbum

muexplained weight koss

mnausea orvomiting - mstomach pain >

*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.

0 0

Location for

47KD5 FA C1-F 071921

TYPE SIZES:
TITLE 9 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.5 pt
BULLETS 5 pt ITF Zapf Dingbats (square)

with 2 ems (MM) spacing between statements
TELEPHONE # 6 pt Helvetica Neue LT Std 77 Bold Condensed
HEAVY LINES 1.5pt
HAIRLINES 0.5 pt Extend to within 2 spaces of the “Drug Facts” box

> lot number and
expiration date




Location for
> lot number and

— I
J L
Buppws ynpm
1yBemaso| JuS1man0 J|m
seaw Gigpoa pue fmojs p3m
a|qejeban pue SYNY LIEYSO PUB |0Y0 I8 ‘DU JB3 ' BIR|020YD 'SP0D
pau} o Apey Kads ‘you se yms spooy DuISTR-UNGHESY PlOAY B
paq Nnok jo peay & eseym
awnpsqaiopq s jouogm
oRWwO}S &y} puno.e ujyp o Gugly-Jup 1} Jeam jou og m
Guyea Ja)e BAOPUBQ 10 Y 8l| Jou oM
wnqueay bujbewe o) sdy
A 1
09%5-64 L0081 ;S AL LU0 10 Suajsan( | 4 uredwiof1o ysere doaasp nol m
eayLeiplab nof m
SIR1Y2 1Aa 1) UYaIR)J) ‘ap K Op Wwinjue} SYO Wy AIN8 B3} 10 BSINCD | U B} 240 W 8e} 0} pasu nof m
'0Jg)‘8S0[e.01S ‘aj1 BNy |AJe3s LN|pos ‘ajel eajs winip o ‘ajejodk0 yare}s e py | e alow o) 1an paxd /) aye} o} paau nol m
4 =2p0= = wn|posaje} INS|A1Ne WNIPOS 'SulLLR [0LBLY BOUOL 0L LW '8} RIpALjouio W SUSSIOM JO S3NU Lo W NGYea Yy Inck m
z 2 £E g o #0}08| ‘SR UONS BJ2130 850]jewos diy ‘8508 walAy ‘se] Wnujwne 494 :11C0PR Ys© uResn dojS
*E: g § s E N Wel il L#anid 2’204 Xe M BqNe Wed Squalﬁl! aNjoeu| ;gupﬁﬂmmomo?mmuummem e sndeanmlp!:vﬂup
uopduosad e a5 Nok)| osn 8, auwiayd 20 Jq20pe
S 28 E S 3 a0y Pejo.d pUe 3, 11-89)0,5202 12108 m | Diejese nok )| o apjaqisRIIEd 0 10 PE YsY
2 33 D Lo J0Ju } Uepod W) SUfE) U0D ) 'UopeD a1} deay m ujed yoewWwoE m
2 =
= 2 o m 350 3.0Jeq SHU LR M U BS UO(IRIP 8U) Peal M Buiywon Joeasneu m
g =g - uog Lol 130 0] y6am paure|dxeun m
§ § ) u - wngyJesy A zeinojyred ‘Gugasy mjuanbay m
) g — * O pUod snojiss eA qpasied 8 qsa WsLWIos “UoIypuod
= 8& g b fBW UBIPYYD Ul LN Je3H 10)00p BYSE:aBE 0 SIBAAG | 18 pUN LAIPYYD M Snouas aJowe)o ubse eq few WL‘S:’JANMEB\O N qyeay pey m
= E§ o Q) J0}20p BAQ P21p S3UN S U SABINOTI O BDI 1GNPENY
= = D K18na uey) uayoalow 10 SARp p| UB|}I0W 10§8) B} JoUOpm 1g20panf 85 'Uoq Ipuod snouase 4o subysaq Aew asay |
= § E - N sy uow ¢ 193 8sIn0d Aep- | eeads) feunoim uped )sayowanbay m
_3 - Q c (pepoau ) sesinog fe (4 | payeadey . ssaupapeaty ybi| 1o ‘s1apnoys J;:OOU ‘suueoz%peaﬂs
= . ured ‘fupyea ve { yjeax] Jossaln Joys yymu ed Jepinoyso uped)sayo m
a o KR} NS 10 YSID M9} 0Q'0] M MOJRMSE
% — — 10320p Inok Aqpa)2a.ip SS3|uN SBP § |UBL) I0W J049SN J0U 0P $50U|Z2p Y0 Bupeams ‘ssaLp p ea iy Ay WNg eay m
= @ 2D R} | UBLY 2l0W BYE} joU oM A0EYER
o 73 m epp | Joy fepliaraayeym 40 fpooyq Jo'pocig Lpwa Bup woA'po g Bupwolfes ured Joe|qnog m
2 N Bujuow au} Ul 6UNEa 810} J2Te 0 SSEIBR UM IAIRY | MOJRMS ‘eney mh jiesmal 0g
‘; o jJueuneay o esnojheg-y1 gozeuda wo 0} 2618 e ae nof yasnjouog Uae kbwly
=3 SIN0Y $7 Uiy M swojdwiAs sﬁqmeM
g -
5 5 10 JeyaJ 8}8| dwo2}ab ajdoad awos ‘paya |y 104 SAep 0] | e} Aewy m o
= [{=] skepy Jojfep Misna'Bimy 1z Misnd fep e acuopasn aqq sijonposd sy m , 1ayalingig skep ¢ °
= 18pjo pue abe o sieak g| synpeo) m 0} | @e} 2w 6np iy ‘wng)Jeal J0 Jeya. 8JeI Pl | 10} pepuBi ) jou m ~
=3 suogaallq (eame sfeparar7og sin2od wnqyesy wanbeay spag m o
& . asp 2
S 0
22 222008 })feme B J8a) |0 ) U0SId BJORJI0D =
K 10 djay (23| petw a0 ‘9S0paA0 10 8seI ) UaIpH 940 Yoeal Jo yo doay | FENPRIPIY bu 0z aze.dauio o
N al0}aqeUciSsaiold ey e e ‘Bupeai-jseaiq o yeBaxd j) | #50dMd (1a1qe} yoea uy) walpaiiulangay g
(panunwo)syoeq 6nig spoe4 bnig t
— .
—" 1
Safety Feature - Donot -
use if printed tablet
II blister unit is open or forn.
0000"00000"" o

(Compare tolPriloseclOTCEs

Treats FREQUENT Heartburn! @24 HR
Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer

SWALLOW - DO NOT CHEW

28 TABLETS

Two 14-day courses of treatment
May take 1 to 4 days for full effect

COOL MINT
Coated Tablet

i -
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Treats FREQUENT Heartburn! @24 HR
Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer

SWALLOW - DO NOT CHEW

28 TABLETS

Two 14-day courses of treatment COOL MINT
May take 1 to 4 days for full effect Coated Tablet
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Acid Reducer
SWALLOW - DO NOT CHEW

28 14 TABLETS

Two On€ 14-day courses of treatment
May take 1 to 4 days for full effect

Bonus! 14 Free

Treats FREQUENT Heartburn! @24 HR
Omeprazole

Delayed Release Tablets 20 mg

COOL MINT
Coated Tablet

—_—
‘1 blister unit is open or torn.
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Treats FREQUENT Heartburn!

Bonus Pack! 14 Free

(Y 24HR

Omeprazole

Delayed Release Tablets 20 mg

Acid Reducer
SWALLOW - DO NOT CHEW

28 14 TABLETS

Two D€ 14-day courses of treatment
May take 1 to 4 days for full effect

COOL MINT
Coated Tablet
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Safety Feature - Do not
use if printed tablet
blister unit is open or torn.

Acid Reducer

28 TABLETS

Two 14-day courses of treatment
May take 1 to 4 days for full effect Coated Tablet

FDA Approved

Treats FREQUENT Heartburn! @24 HR
Omeprazole

Delayed Release Tablets 20 mg

SWALLOW - DO NOT CHEW

COOL MINT

a -

N N

“m

FORMAT: STANDARD

TYPE SIZES:

TITLE

9 pt Helvetica Neue LT Std 77 Bold Condensed Oblique

TITLE (continued)

8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique

(continued)

8 pt Helvetica Neue LT Std 57 Condensed

HEADINGS

8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique

SUBHEADINGS

6 pt Helvetica Neue LT Std 77 Bold Condensed

TEXT

6 pt Helvetica Neue LT Std 57 Condensed

LEADING

6.5and 6.6 pt

BULLETS

5pt ITF Zapf Dingbats (square)
with 2 ems (MM) spacing between statements

TELEPHONE #

6 pt Helvetica Neue LT Std 77 Bold Condensed

HEAVY LINES

1.5pt

HAIRLINES

0.5 pt Extend to within 2 spaces of the “Drug Facts” box

Reference ID: 4866054

-

L

expiration date



L

[+

\

Drug Facts Drug Facts (continued)
ead to take this product for than 14 day
o‘,ﬁﬂ;ﬁ'gﬁ‘:’m (in each Mlel) Pwpzf: :ﬁﬁe&dmm maewl:w: 1 wu"tg:i tg;imm!y:very
5
Use myou getdiahea m you develop a rash or joint pain

m treats frequent heartburn (occurs 2 or more days a week)
mnot intended for immediate relief of heartbumn; this drug
may take 1 to 4 days for full effect

Wa ~

mings
Allergy alert: Do not use if you are allergic to omeprazole

If pregnant or breast-feeding, ask a health professinal
beforeuse.

Keepulétmdldeilﬂm In case of overdosz, get
medical help or contact a Poison Control Center right away
(1-800-222-1222).

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or
bioody orblack stools

m heartbumn with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath;
sweating; pain spreading to arms, neck or shoulders; or
lightheadedness

m frequent chest pain

These may be signs of a sericus condition. See your doctor.

Ask a doctor before use if you have:

m had heartburn over 3 months. This may be a signof a more
serious condition.

m frequent wheezing, particularty with heartbum

m unexplaned weight lass

mnausea or vomiting - mstomach pan

Ask a doctor or pharmacist before use if you are taking

a prescription drug. Acid reducers may interact with certain
prescription drugs.

Stop use and ask a doctor if:

myour heartbum continues or worsens >

Directions
mforadults 18 years of age and older
mthis product isto be used once a day (every 24 hours),
enery day for 14 days
mit may take 1 to 4 days for full effect; some people get
complete relief of symptoms within 24 hours
14-Day Course of Treatment
mswallow 1 tablet with a glass of water before eating in
the moming
m teke every day for 14 days
mdonot take more than 1 tablet a day
mdo not use for more than 14 days unless directed by
your doctor
mswallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day coursz every 4 months
m do not take for more than 14 days or more often than
every 4 months unless directed by a doctor

mchildren under 18 years of age: ask a doctor. Heartbum in
children may sometimes be caused by asericus condicn. .

talc, titanum dioxide, triacetin, triethyl citrate

FD&C blue #1trilliant blue FCF auminum lake,
fypromeliose, hypromellos2 acetate succinate,
lactase monohydrate, menthol, monoethanolamine,
sodium lauryl sulfate, sodium starch glycolate,
sodium stearate, sodium stearyl fumarate, sucralose,

1
|
Safety Feature - Do not use if printed
seal under cap is broken or missing.
J
NDC[0000.000:00 Compare tojPrilosec 0TG-
Drug Facts (continued) 4
Other information
mread the directions and wamings before use
mkeep the carton. It contains important information,
mstore at 20-25°C (68-77°F) and protect from
moisture

Inactive ingredients camauba wa,

DIE CUT DIE CUT
WINDOW WINDOW

Al

Reference ID: 4866054

gooooooo0

Tips for Managing Heartburn

m Do not lie flat or bend over after eating

m Do not wear tight-fitting ciothing around the stomach

m Do not eat before bedtime

m Raise the head of your bed

mAvoid heartbum-causing foods such as rich, spicy,
fatty or fried foods, chocolate, caffeine, alcohol and
certain fruits and vegetables

m Eat slowly and avoid big meals

m if overweight, lose weight

mQuit smoking

Questions or comments?1-200.716-220 Treats FREQUENT Heartourn! (/) 24HR
Delayed Release Tablets 20 mg
Acid Reducer
SWALLOW - DO NOT CHEW
2 BOTTLES INSIDE
Nonciacuad by 28 TABLETS
Dexcel PharmaTechnologies Lid
10 Hakidma Street, Yokneam 2069200, Israel Two 14-day courses of treatment COOL MINT
May take 1 to 4 days for full effect Coated Tablet
\
*This productis not
manufactured or
distributed by
Procter& Gamble,
LIH Priossc01¢e
0000"0000 '

47KD6 FA C1 071621
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LEADING 6.5 pt
BULLETS 5pt ITF Zapf Dingbats (square)

with 2 ems (MM) spacing between statements
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HEAVY LINES 1.5pt
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Active ingredient (in each tablet) plmse m you need totake this product for more than 14 days - - m Donotlie flat or bend over after eating
Omeprazok 2go mg.... ()Acld reducer .zwm::t:;mm more ffan 1 course of reatment every g gﬁ;%?,%ﬂam wamigs before use : &:&f mﬂm‘,’nﬁm’“‘ around thestomach
Use myuget diamhea myou developarash or intpain mkeep the canm.ltwﬂalis important information. m Raise the head of your bed
treats frequent heartbu 2 " mstore at 20-25°C (66-77°F) and protect from 'm Avoid heartbum-causing foods such as rich, spicy,
e ntemfulm m&%ﬁﬁmmgﬁ Li em;nu breast-feeding, ask a health prcfessioral moisure D ' E c UT D ' E c UT fyorfed fgﬂogi.gm?, caffeie, alconoland
maytaks o4 days o uleffct Keep out of reach of children. n cass of overdase, get Inactive ingredients camauba vax, w' N D o w w' N D o w :Emmdg;g&g;g?m
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Allergy alert: Donotuse ifyou are allergic toomeprazale | O ). m ot ydms e e e
Donot use if you have: o Directions sodium lauryl sulate, sodium starch ghockate,
mtrouble or pain swallowing food, vomiting with blood,or | w for adults 18 years of ageand older sodium stearate, sodium stearyl fumarate, sucraloss,
bloody or black stools 'whis product is to be used once a day (every 24 hours), talc, titanium diowide, triacetin, triethyl citrate
oo ity ol i Loy S Questions or comments?1-400-719-%50 Treats FREQUENT Heartbumn! ) 24 Hn
sweating; pan spreading toarms, neck or shoulders; or complete relief of symptoms within 24 hours .
ey 14-Day Curse o et »
These may be signs of a serious condition. See your doctor. n::alrm‘ﬁbMWMaghs;ofmtabmmngm Om eprazo‘e
Ask a doctor before use if you have: take day for 14 da
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mfreq eezing, p: ly eartbum doctor
mungxpkined weight oss -mmmmmm,m.awum cid heducer
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Drug Facts (continued)

Active ingredient (in each tablef) Purpose
Omeprazoke 20 mg.... ....Acid reducer

Use

mtreats frequent heartbum (occurs 2 or more days a week)

mnotintended for immediate relief of heartburn; this drug
may take 1 to 4 days for full effect

m you need totake this product for mere than 14 days

m you need totake more than 1 course of treatment every
4 months

myouget diarhea  myou developa rash or joint pain

If pregnant or breast-feeding, ask a health professional
before use.
Keep out of reach of children. In casz of overdose, get

Ask a doctor or pharmacist before use if you are taking

a prescription drug. Acid reducers may interact with certain
prescription dugs.

Stop use and ask a doctor if:

myour heartburn continues or worsens | 3

_Wﬂnhgs medicalhelp or contact a Poison Control Center right away
Allergy alert: Do notuse if you are allergic to omeprazole (1-800-222-1222).
Donot use if you have: Directions
mtrouble or pain swallowing food, vomiting with blood, or 'mfor adults 18 years of ageand older
bloody or black stools wthis product is to be usad once a day (every 24 hours),
mhearthum with lightheadedness, sweating or dizziness every day for 14 days
mchest pai or shoulder pai with shortness o breath; wit maytake 1 to 4 daysfor fulleffect; some pecple get
sweating; pai spreading to arms, neck or shoulders; or complete relief of symptoms within 24 hours
lflg:n&g:;“wn 14-Day Gouess of I‘nahlun P
These may be signs of a serious condition. See your doctor. u :eam'“}gm Wit glass of water before eating in
Ask a doctor before use if you have: mtake every day for 14 days
mhad heartbum over 3 months. This maybeasignofamore | w donat take more than 1 tablet a day
serious condition. m donct use for more than 14 days unless directed by
mfrequent wheezing, particularly with heartbum your doctor
munexplained weight loss m swallow whole. Do not chew, crush, or suck tablets.
mnausea of vomiting  m stomach pain Repeated 14-Day Courses (if needed)

W you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than
every 4 months unless directed by a doctor
'm children under 18 years of age: ask a doctor. Heartbum in
chidrenmay sometimes be caused by a serious condition.

L

FD&C blue #1/brilliant blue FCF aluminum lake,
hypromellos, hypromeliase acetate succinate,
lactos2 monchydrate, menthol, moncethanolamine,

DIE CUT DIE CUT
WINDOW WINDOW

sodium lauryl sulfate, sodium starch ghyoolate,

sodium stearate, sodium stearyl fumarate, sucraloss,

tak, titanium dicdde, triacetin, triethyi cirate

Questions or comments?1-50.718 &% Treats FREQUENT Heartburn! @24 HR
Delayed Release Tablets 20 mg
Acid Reducer
SWALLOW - DO NOT CHEW

2 BOTTLES INSIDE

Mansactradby 28 14 TABLETS

Dexcel Pharma Technologies Lid

10 Hakidma Street, Yokneam 2069200, Israel Two D€ 14-day courses of freatment COOL MINT
May take 1 to 4 days for full effect Coated Tablet
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B - Bo,'m’ 14 m m Donot lie fiat or bend over after eating
Other information = ' Donot wear tight-fitting clothing arcund the stomach
m read the directions and wamnings before use m Donot eat before bedtime
m keep the carton. it contains important information. m Raise the head of your bed
m storeat 20-25°C (68-77°F) and protect from 'm Avoid heartburn-causing foods such as rich, spicy,
moisture fatty or fried foods, chocolate, caffeine, alcoholand
— - certain fruits and vegetables
Inactive ingredients camauba vax, m Eat slowly and avoid big meals

m {f overweight, lose weight
m Quit smoking
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Drug Facts Drug Facts (continued) Drug Facts (continued) Bo iD, 14F T orlamgngleatun
Active ingredient (in each tablet) Purpose | ®youneed totake this product for mere than 14 days P . m mUonot e fiat or bend over afier eating
Omeprazok % mg{ )Acld reducer 'me")‘:tzm““ more fhan 1 course of treatment exery g m;%%”ﬁ? ﬂ wamings before use nis Fack: : &:ﬁ mﬂm‘,’nﬂ""‘m" around the stomach
Use mywget diamhea  myou developarash or pintpain mkeep the cm‘nwna]:s important information. m Raise the head of your bed
treats it heartbu 2 m store at 20-25°C (68-77°F) and protect from m Avoid heartbum-causing foods such as rich, spicy,
e mﬁmfa @ mgmgﬁnm:m” Lf ;::;nw breast-feeding, ask a health professional moisture D ' E c UT D l E c UT ftyrted m&%ﬁf‘ caffeine, alcofol and
| maytake 1104 days forful effect Keep out of reach of children. In cass of overdas, get Inactive ingredients camauba vax, m Eatslowly and avoid big meals
Warnings medical help or contact a Poison Control Center right away rF]l)&cblulml::};llliam hx FCF xgimmlm, W' N Do w w, N Do w :gm% hse weight
-800-222-1222). X e acetate succinate,
Allergy alert: Donotuse if you are allergic toomepeazcie | ( = ) w e Nmﬁ bl nnotanine,
Do not use if you have: ) Directions sodium lauryl sulfate, sodium starch ghyoolate,
mtrouble or pain swallowing food, vomiting with blood, o | wforaduts 18 years of ageand older sodium stearate, sodium stearyl fumarate, sucralss,
bloody or black stools mhis product isto be used onca a day (every 24 hours), tak:, titanium dioxide, triacatin, triethyl citrate
ety chodr i i s ot | oSt das Questions or comments?1-400-719-520 24 ”R
sweating;pai spreading toams, neckarshoudersior | m&;m;?ﬁmgmzmgw leget - Treats FREQUENT Heartburn! P
.f'w;;“;':?m 14-Day Course of Treatment
These may be signs of a serious condition. See your doctor. l:ealﬁm}:bldwm“hsdmtabemmngln om epra ZOIe
Ask a doctor before use if you have: mtake every day for 14 days
whad hearthum over 3 months. This may beasignofamere | w donat take mare than 1 tablet a day Delayed Release Tablets 20 mg
mmvmdnbr. it it hearb m donct use for more than 14 days unless directed by A .d R d
mfreq ieezing, p ly eartbum doctor
munexpkined weight loss o %mmmmm,m,«mnm cid heducer
mnausea o vomiting  mstomach pain Repeated 14-Day Courses (if needed) SWALLOW - DO NOT CHEW
Aprcrton g e ey o st | 8okt o s e dys e o e e e
a . o more ormore n
prescription drugs. every 4 months unless directed by a doctor :mmw 28 MTABLETS
Stop use and ask a doctor if: m children under 18 years of age: ask a doctor. Heartbum in Dexcel Pharma Technologies Lid
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Drug Facts (continued)

Active mgredlem {m each lablet) Purpose
Omeprazoke 20 mg.... Acid reducer

Use

mtreats frequent heartbum (occurs 2 o more days a week)

mnotintended for immediate relief of heartburn; this drug
may take 1 to 4 days for full effect

m you need totake this product for more than 14 days
'm you need totake more than 1 course of treatment every

months
myou get diarhea  myou developa rash or joint pain

If pregnant or breast-feeding, ask a health professional
before use.
Keep out of reach of children. In cas2 of overdose, get

Warnings medical help or contact a Poison Control Center right away
a -800-222-1222
Allergyalert: Donotuse if you are allergic toomeprazle | ! -122).
Donot use if you have: Directions
mtrouble o pain swallowing food, vomiting with blood, or wiforadutts 18 years of ageand older
bloody or black stooks mihis product is to be usad once a day (every 24 hours),
mheartbum with dedness, sweating or dizziness every day for 14 days
mchest pain or shoulder pain with shortness of breath; m it maytake 1 to 4 days for full effect; some pecple get
sweating; pain spreading toarms, neck or shoulders; or complete relief of symptoms within 24 hours
lflr;mqmu::tﬂ:‘:‘?pdn 14-Bay Course o Treakrwe
These may be signs of a serious condition. See your doctor. u :ealﬁm}:m witha glasof water befors eating i
Ask a doctor before use if you have: miake every day for 14 days

mhad heartburn over 3 months. This may be a sign of a mare
serious condition.

mfrequent wheezing, particularly with heartbumn

munexplained weight loss

mnausea of vomiting - mstomach pain

Ask a doctor or pharmacist before use if you are taking

aprescription drug. Acid reducers may interact with certan

prescription drugs.

Stop use and ask a doctor if:

myour hearthurn continues or worsens »

m donct take more than 1 tablet a day

m dont use for more than 14 days unless directed by
yourdoctor

m swallow whole. Do not chew, crush, or suck tablets.

Repeated 14-Day Courses (if needed)

' you may repeat a 14-day course every 4 months

'm do not take for more than 14 days or more often than
every 4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartbum in
chidren may sometimes be caused by a serious condition.

Jl
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Drug Facts (continued)

Other information

moisture

mread the directions and wamnings before use
m keep the carton. It contains important information.
m store at 20-25°C (68-77°F) and protect from

ComparejtoPrilosec/0TC*
FDA Approved

Inactive ingredients camauba vex,
FDECblue #1brilant ble FCF aluminum ke,
hyp hypro etate succinate,

lactos2 monchydrate, menthol, monoethanolamine,
sodium lauryl sulfate, sodium starch glyoolate,
sodum stearate, sodium stearyl fumarate, sucraloss,
talk, titanium dioxide, triacetin, triethy! citrate

Questions or comments?1-800-719-%260

2 BOTTLES INSIDE

Made in Israel

Manufactured by:

Dexcel Pharma Techn

. ologi
10 Hakidma Street, Yokneam 2069200, Israel

Omeprazole

Delayed Release Tablets 20 mg

Acid Reducer
SWALLOW - DO NOT CHEW

- 28 TABLETS

X Two 14-day courses of treatment COOL MINT
May take 1to 4 days for full effect Coated Tablet

DIE CUT DIE CUT
WINDOW WINDOW

Treats FREQUENT Heartburn! @24 HR

Tips for Managing Heartburn

m Donot lie fiat or bend over after eating

m Donot wear tight-fitting clothing around the stomach

m Donot eat before bedtime

m Raise the head of your bed

m Avoid heartbum-causing foods such as rich, spicy,
fatty or fried foods, chocolate, caffeine, alcohol and
certain fruitsand vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking
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/ Safety Feature - Do not \
use if printed tablet
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Treats FREQUENT Heartburn! () 24 HR
o
O
(=)
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O
Delayed Release Tablets 20 mg =
O

Acid Reducer

42 TABLETS

Three 14-day courses of treatment
May take 1 to 4 days for full effect

SWALLOW - DO NOT CHEW

Coated Tablet

COOL MINT

FORMAT: STANDARD

TYPE SIZES:

TITLE

9 pt Helvetica Neue LT Std 77 Bold Condensed Oblique

TITLE (continued)

8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique

(continued)

8 pt Helvetica Neue LT Std 57 Condensed

HEADINGS

8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique

SUBHEADINGS

6 pt Helvetica Neue LT Std 77 Bold Condensed

TEXT

6 pt Helvetica Neue LT Std 57 Condensed

LEADING

6.5and 6.6 pt

BULLETS

5 pt ITF Zapf Dingbats (square)
with 2 ems (MM) spacing between statements

TELEPHONE #

6 pt Helvetica Neue LT Std 77 Bold Condensed

HEAVY LINES

1.5 pt

HAIRLINES

0.5 pt Extend to within 2 spaces of the “Drug Facts” box
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Reference ID: 4866054

Treats FREQUENT Heartburn!

Bonus! 14 Free

(Y 24HR

Omeprazole

Delayed Release Tablets 20 mg

Acid Reducer
SWALLOW - DO NOT CHEW

42 28 TABLETS

000000000

Three Two 14-day courses of treatment COOL MINT
| May take 1to 4 days for full effect Coated Tablet L ]
FORMAT: STANDARD
TYPE SIZES:
TITLE 9pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.5 and 6.6 pt
BULLETS 5pt ITF Zapf Dingbats (square)
with 2 ems (MM) spacing between statements
TELEPHONE # 6 pt Helvetica Neue LT Std 77 Bold Condensed
HEAVY LINES 1.5pt
HAIRLINES 0.5 pt Extend to within 2 spaces of the “Drug Facts” box
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Safety Feature - Do not \

use if printed tablet
blister unitis openor torn.

\
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Bonus Pack! 14 Free

Treats FREQUENT Heartburn! Q: 24 HR
Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer
SWALLOW - DO NOT CHEW

42 28 TABLETS
Three Iw® 14-day courses of treatment COOL MINT
e May take 1 to 4 days for full effect Coated Tablet L

000000000

FORMAT: STANDARD
TYPE SIZES:
TITLE 9 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.5 and 6.6 pt
BULLETS 5 pt ITF Zapf Dingbats (square)

with 2 ems (MM) spacing between statements
TELEPHONE # 6 pt Helvetica Neue LT Std 77 Bold Condensed
HEAVY LINES 1.5pt
HAIRLINES 0.5 pt Extend to within 2 spaces of the “Drug Facts” box

Reference ID: 4866054
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/ Safety Feature - Do not \
use if printed tablet
blister unit is open or tom.
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Treats FREQUENT Heartburn! () 24 HR
o
o
(e
o
(]
]
e
Delayed Release Tablets 20 mg S
e

Acid Reducer
SWALLOW - DO NOT CHEW

42 TABLETS

Three 14-day courses of treatment
May take 1 to 4 days for full effect

COOL MINT
Coated Tablet

Reference ID: 4866054

FORMAT: STANDARD
TYPE SIZES:
TITLE 9 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.5 and 6.6 pt
BULLETS 5 pt ITF Zapf Dingbats (square)

with 2 ems (MM) spacing between statements
TELEPHONE # 6 pt Helvetica Neue LT Std 77 Bold Condensed
HEAVY LINES 1.5pt
HAIRLINES 0.5 pt Extend to within 2 spaces of the “Drug Facts” box
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Treats FREQUENT Heartburn! (): 24HR

Omeprazole

Delayed Release Tablets 20 mg

Acid Reducer

SWALLOW - DO NOT CHEW
42 TABLETS

Three 14-day courses of treatment
May take 1 to 4 days for full effect

3 pack

Three 14-day courses
of treatment

COOL MINT
Coated Tablet
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» lot number and

Reference ID: 4866054

PRINT at 65% for
11-inch x 17-inch

size paper

FORMAT: STANDARD

TYPE SIZES:

TITLE

10 pt Helvetica Neue LT Std 77 Bold Condensed Oblique

TITLE (continued)

8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique

(continued)

8 pt Helvetica Neue LT Std 57 Condensed

HEADINGS

8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique

SUBHEADINGS

6 pt Helvetica Neue LT Std 77 Bold Condensed

TEXT

6 pt Helvetica Neue LT Std 57 Condensed

LEADING

6.7 and 6.9 pt

BULLETS

5 pt ITF Zapf Dingbats (square)
with 2 ems (MM) spacing between statements

TELEPHONE #

6 pt Helvetica Neue LT Std 77 Bold Condensed

HEAVY LINES

2pt

HAIRLINES

0.5 pt Extend to within 2 spaces of the “Drug Facts” box
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Safety Feature - Do not
use if printed tablet
blister unitis openor torn.

o *¥00000%0 0

28 + 14 FREE

Treats FREQUENT Heartburn! C): 24HR
Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer
SWALLOW - DO NOT CHEW

42 TABLETS
Three 14-day courses of treatment COOL MINT
{\ May take 1 to 4 days for full effect Coated Tablet L
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FORMAT: STANDARD
TYPE SIZES:
TITLE 9 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.5 and 6.6 pt
BULLETS 5 pt ITF Zapf Dingbats (square)

with 2 ems (MM) spacing between statements
TELEPHONE # 6 pt Helvetica Neue LT Std 77 Bold Condensed
HEAVY LINES 1.5pt
HAIRLINES 0.5 pt Extend to within 2 spaces of the “Drug Facts” box

Reference ID: 4866054
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PRINT at 65% for
11-inch x 17-inch
size paper

FORMAT: STANDARD
TYPE SIZES:
TITLE 10 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.7 and 6.9 pt
BULLETS 5pt ITF Zapf Dingbats (square)

with 2 ems (MM) spacing between statements
TELEPHONE # 6 pt Helvetica Neue LT Std 77 Bold Condensed
HEAVY LINES 2 pt
HAIRLINES 0.5 pt Extend to within 2 spaces of the “Drug Facts” box

Reference ID: 4866054
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Safety Feature - Do not
use if printed tablet
blister unitis openor torn.
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Triple Pack

Three 14-day courses
of treatment

Treats FREQUENT Heartburn! @ 24 HR
Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer
SWALLOW - DO NOT CHEW

42 TABLETS
Three 14-day courses of treatment COOL MINT
e May take 1 to 4 days for full effect Coated Tablet L
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FORMAT: STANDARD
TYPE SIZES:
TITLE 9 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.5 and 6.6 pt
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Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose :m g;egim more than 1 course of treatment every 4 months
Zneptazolezom Acid reducer myou develop a rash orjoint pain

se

m treats frequent heartburn (occurs 2 or more days a week)

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or

||

Drug Facts (continued)

Inactive ingredients

camauba wax, FD&C blue #1/brilliant blue
FCF aluminum lake, hypromellose,
hypromellose acetate succinate, lactose
monohydrate, menthol, monoethanolamine,
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating

' Do not wear tight-fitting clothing around the stomach

m Do not eat before bedtime

m Raisa the head of your bed

mAvid heartbum-causing foods such as rich, spicy,
fatty or fried foods, chocolate, caffeine, alcohol and

m notintended for immediate relief of heartbum; this drug may take 1 to contact a Poison Control Center right away (1-800-222-1222). sodium lauryl sulfate, sodium starch D ' E CUT D ' E CUT cartain fruits and vegetables
4 days for full effect - - glycolate, sodium stearate, sodium stearyl m Eat slowly and avoid big meals
- Directions i, ot . parso WINDOW WINDOW WINDOW R vt I weH
Warnings m for adults 18 years of age and older dioxide, triacetin, triethyl citrate mQuitsmoking
Allergy alert: Do not use if you are allergic to omeprazole m this product is to be used once a day (every 24 hours), every day for -
Do not use if you have: 14 days Questions or comments?
m trouble or pain swallowing food, vomiting wiith blood, or bloody or m it may take 1o 4 days for full effect; some people get complete relief of 1-800-719-9260
black stools symptoms within 24 hours
m heartbum with lightheadedness, sweating or dizziness 14-Day Course of Treatment
m chest pain or shoulder pain with shortness of breath; sweating; pain mswallow 1 tablet with a glass of water before eating in the morning Treats FREQUENT Heartburn! < ) 24 m
spreading to arms, neck or shoulders; or lightheadedness m take every day for 14 days
m frequent chest pain m do not take more than 1 tablet a day
These may be signs of a serious condition. See your doctor. m do not use for more than 14 days unless directed by your doctor Ome razo‘e
Ask adoctor before usef you have: ;s\«'allow1 \:rnnle.:n mtd(nnn, cmst)n,orswk tablets.
had heartbum over 3 months. This may be a sign of a more seriou epeated 14-Day Courses (if needed|
oo T beasgn o amore s myuumay gt 4.y vy monts Delayed Release Tablets 20 mg
m frequent wheezing, with heartbum mdon rmore than s Or more n every -
.ummmﬂgnﬁ:cm 4 months unless directed by a doctor Acid Reducer
W nausea or vomiting - m stomach pain m children under 18 years of age: ask a doctor. Heartbum in children may SWALLOW - DO NOT CHEW
Ask a doctor or pharmacist before use if you are taking a prescription sometimes be caused by a serious condition. 3 BOTTLES INSIDE
drug. Acid reducers may interact with certain prescription drugs. Other information Made in Israel
Stop use and ask a doctor if: m read the directions and warnings before use Manufactured by: . 42 TABLETS
'm your heartburn continues or worsens m keep the carton. It contains important information. Dexcel PharmaTechnologies Ltd
m you need to take this product for more than 14 days p | mstore at 20-25°C (88-77°F) and protect from moisture S 10 Hakidma Street, Yokneam 2069200, Israel Three 14-day courses of reatment COOL MINT
May take 1to 4 days for full effect Coated Tablet
L [ \
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distributor of
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Safety Feature - Do not use if printed
seal under cap is broken or missing.
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Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose | = ﬁ g":tegm more than 1 course of treatment every 4 months
Omeprazdle 2 ma Acid reducer m you develop a rash or joint pain
Use

4 days for full effect

m treats frequent heartbum (occurs 2 or more days a week)
m not intended forimmediate relief of heartburn; this drug may take 1 to

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222).

Drug Facts (continued)

Warnings

Alergy alert: Do not use if you are allergic to omeprazole

Do not use if you have:

black stools

m frequent chest pain

m heartburn with lightheadedness, sweating or dizziness
m chest pain or shoulder pain with shortness of breath; sweating; pain
spreading to arms, neck or shoulders; or lightheadedness

These may be signs of a serious condition. See your doctor.

m trouble or pain swallowing food, vomiting with blood, or bloody or

Ask a doctor before use if you have:

condition.
m frequent vmeezhg pmiculaiy with heartburn
m unexplained wei
mnausea orvomltlng Istomach pain

m had heartburn over 3 months. This may be a sign of a more serious

Ask a doctor or pharmacist before use if you are taking a prescription
drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a doctor if:
m your heartbum continues or worsens

myou need to take this product for more than 14 days

Directions

m for adults 18 years of age and older

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

m it may take 1 to 4 days for full effect; some people get complete relief of
symptoms within 24 hours

14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
mdo not take for more than 14 days or more often than every

4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children may
sometimes be caused by a serious condition.

Inactive ingredients

carnauba wax, FD&C blue #1/brilliant blue

FCF aluminum lake, hypromellose,

hypromellose acetate succinate, lactose
ydrate, menthol, thanolamine,

NDC/0000,000,00
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Other information

m read the directions and wamings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >
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Tips for Managing Heartburn

m Donot e fiat or bend over after eating

m Donotwear tight-fitting clathing around the stomach

m Donot eat before bedtime

m Raise the head of your bed

m Avoid heartburn-causing foods such as rich, spicy,
fatty or fried foods, chocolate, caffeine, alcohol and

sodium lauryl sulfate, sodium starch .E:;l:mn';i;:nad mg}ab':;sm
Fmarate, s, WINDOW WINDOW WINDOW B Fopngi e el
dioxide, triacetin, triethyl citrate m Quit smoking
Questions or comments?
1-800-719-9260
Treats FREQUENT Heartourn! () 24 HR
Delayed Release Tablets 20 mg
Acid Reducer
3 BOTTLES INSIDE SWALLOW - DO NOT CHEW
Made in lsrael
Manufacturedby: _ 42 TABLETS
Dexcel PharmaTechnologies Lid
10 Hakidma Street, Yokneam 2069200, Israel Three 14-day courses of treatment COOL MINT
May take 1 to 4 days for full effect Coated Tablet
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Safety Feature - Do not use if printed
seal under cap is broken or missing.
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Drug Facts Drug Facts (continued) Drug Facts (continued pa I Tipsfor Managing Heartburn
Active ingredient (in each tablet) Purpose | ® youneedtotake morehan 1 course of reatment avery 4 morihs Inactive ingredients Bonus! 14 Free B DT (ot g i e homach
m you get diarrhea | ] ‘wear gl ng Ing around the stom:
Omeprazole 20 mg. Acid reducer carnauba wax, FD&C blue #1/brilliant blue Donot eat before bedti
'm you develop arash or joint pain » m
Use FCF aluminum lake, hypromellose, m Raise the head of your bed
If pregnant or breast-feeding, ask a health professional before use. hypromellose acetate succinate, lactose mAvod heartburn-causing foods such as rich, spicy,
mireats frequent heartbum (occurs 2 or more days a week) Keep ot of reach of chikdren. In case m;'.'..?fse, get medical help or monohydrate, menthol, monoethanolamine, D l E cu T D ’E c u T D IE cu T faty orfied foods, chocolate, caffene, alcohol and
mnot intended forimmediate relief of heartburn; this drug may take 110 I contact a Poison Control Center right away (1-800-222-1222). sodium lauryl suffate, sodium starch certai fruits and vegetables
" rect commpirer ey e WINDOW WINDOW WINDOW R o
- Directions fumarate, sucralose, talc, titanium u ff overweight, lose weight
Warnings m for adutts 18 years of age and older dioxide, triacetin, triethyl citrate u Quitsmoking
Allergy alert: Do not use if you are allergic to omeprazole 'm this product is to be used once a day (every 24 hours), every day for =
Do not use if you have: 14days Questions or comments?
w trouble or pain swallowing food, vomiting with blood, or bloody or m it may take 1 to 4 days for full effect; some people get complete relief of 1-800-719-9260
black stools symptoms within 24 hours
m heartburn with lightheadedness, sweating or dizziness 14-Day Course of Treatment
m chest pain or shoulder pain with shortness of breath; sweating; pain mswallow 1 tablet with a glass of water before eating in the moming Treats FREQUENT Heartburn! < p) 24 HB
spreading to arms, neck or shoulders; or lightheadedness mtake every day for 14 days
mfrequent chest pain m do not take more than 1 tablet a day
These may be signs of a serious condition. See your doctor. m do not use for more than 14 days unless directed by your doctor m r z I
Ask a doctor before use if you have: m swallow whole. Do not chew, crush, or suck tablets.
m had heartburn over 3 months. This may be a sign of a more serious Repeated 14-Day Courses (if needed)
conditon. maybeason i Yo may epeat a 14-day Gourse every 4 morths Delayed Release Tablets 20 mg
m frequent wheezing, partic with heartburn m do not take for more than 14 days or more often than every -
.'J,"';m.mw"!.?‘ loss . 4 months unless directed by a doctor Acid Reducer
mnausea or vomiting m stomach pain m children under 18 years of age: ask a doctor. Heartburn in children may SWALLOW - DO NOT CHEW
Ask a doctor or pharmacist before use if you are taking a prescription sometimes be caused by a serious condition. 3 BOTTLES INSIDE
drug. Acid reducers may interact with certain prescription drugs. Other information Made in lsrael
Stop use and ask a doctor if: m read the directions and wamings before use Manufactured by: . 42 26 TABLETS
myour heartbum continues or worsens m keep the carton. It contains important information. mﬂl m?m%%sbuﬂ
myou need to take this product for more than 14 days » | mstore at 20-25°C (68-77°F) and protect from moisture > Ima Street, , Israe Three TwiG 14-day courses of treatment COOL MINT
May take 1 to 4 days for full effect Coated Tablet
a 1 \
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e
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Drug Facts Drug Facts (continued) Drug Facts (continued) Pa P Tips for Managing Heartburn
Active ingredient (in each tablet) Purpose | myouneed to take more than 1 course of treatment every 4 months Inactive ingredients BOMIS P ab‘k. 14 F ree :m.“;ﬂ?{gﬁn‘{%ﬁm‘; ma the stomach
Omeprazole 20 mg Acid reducer | MYou get diarthea camauba wax, FD&C blue #1/brilliant blue ' Donot eat before bedtime
myou develop a rash or joint pain
Use If ntor breast-feeding, ask a health professional bef Eﬂx:%ﬂ;ﬁzﬂ:ﬂ:ﬁﬁmse :Rsln% mmmmyﬁ?; fdmds such asrich, spicy,
nantor o Il a ore use. g - \ h
m treats frequent heartburn (occurs 2 or more days a week) Keep out of each of chidren I case of overdase, get mecical help or monohydrate, menthol, monogthanolamine, D 'E cu T D l E CUT D ' E c u T fattyorfied foods, chocolate, caffene, lcohol and
m notintended for immediate relief of heartbum; this drugmay take 1to I contact a Poison Control Center right away (1-800-222-1222). sodium lauryl sulfate, sodium starch certain fruits and vegetables
L rect Aot srhoss, o WINDOW WINDOW WINDOW R v b
- Directions fumarate, sucralose, talc, titanium u ffoverweight, lose weight
Warnings m for adults 18 years of age and older dioxide, triacetin, triethyl citrate mQuitsmoking
Allergy alert: Do not use if you are allergic to omeprazole m this product is to be used once a day (every 24 hours), every day for =
Do not use if you have: 14 days Questions or comments?
m trouble or pain swallowing food, vomiting with blood, or bloody or m it may take 1 to 4 days for full effect; some people get complete relief of 1-800-719-9260
black stools symptoms within 24 hours
m heartbum with lightheadedness, sweating or dizziness 14-Day Course of Treatment
'm chest pain or shoulder pain with shortness of breath; sweating; pain mswallow 1 tablet with a glass of water before eating in the morning Treats FREQUENT Heartburn! ( ) 24 m -
spreading to arms, neck or shoulders; or lightheadedness m take every day for 14 days
m frequent chest pain m do not take more than 1 tablet a day
These may be signs of a serious condition. See your doctor. m donot use for more than 14 days unless directed by your doctor Ome razo‘e
Ask a doctor before use if you have: n.m'w: :m;le.:o m(c!(\_:w, cmsl)n,orsuck tablets.
m had heartbumn over 3 months. This may be a sign of a more serious epeated 14-Day Courses (if needed]
condition. Aybeasin m you may repeat a 14-day course every 4 months Delayed Release Tablets 20 mg
m frequent wheezing, ularly with heartbum m do not take for more than 14 days or more often than every =
.umppamwangnm am 4months unless directed by a doctor Acid Reducer
W nausea or vomiting - m stomach pain m children under 18 years of age: ask a doctor. Heartbum in children may SWALLOW - DO NOT CHEW
Ask a doctor or pharmacist before use if you are taking a prescription sometimes be caused by a serious condition. 3 BOTTLES INSIDE
drug. Acid reducers may interact with certain prescription drugs. Other information Made in Israel
Stop use and ask a doctor if: m read the directions and warnings before use Manufactured by: ) 42 28 TABLETS
'm your heartburn continues or worsens m keep the carton. It contains important information. Dexcel PharmaTechnologies Ltd
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ate
5 \ ' \ :
*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
0 0 Prilosec OTC®.
r
Location for
> |ot qum_ber and
47KD7 FA C1-D 071921 expiralion dale
A r | - ™
000000000 I

FORMAT: STANDARD

TYPE SIZES:
TITLE 9 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) | 8pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.5 pt
BULLETS 5pt ITF Zapf Dingbats (square)

with 2 ems (MM) spacing between statements
TELEPHONE # 6 pt Helvetica Neue LT Std 77 Bold Condensed
HEAVY LINES 1.5pt
HAIRLINES 0.5 pt Extend to within 2 spaces of the “Drug Facts” box

Reference ID: 4866054



[

000000000

Safety Feature - Do not use if printed
seal under cap is broken or missing.
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ing)redient (in each tablet) &&se :mmm more than 1 course of treatment every 4 months Inactive ingredients
i g 2 oo e e

Use

mtreats frequent heartburn (occurs 2 or more days a week)

m not intended forimmediate relief of heartburn; this drug may take 1 to
4 days for full effect

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222).

.||

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

m heartburn with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating; pain
spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:
m had heartburn over 3 months. This may be a sign of a more serious
condition.

mrequent wheezing, particularty with heartburn
munexplained weight loss
mnausea or vomiting - mstomach pain

Ask a doctor or pharmacist before use if you are taking a prescription
drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a doctor if:
m your heartbum continues or worsens
myou need to take this product for more than 14 days >

Directions

m for adults 18 years of age and older

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

mit may take 1 to 4 days for full effect; some people get complete relief of
symptoms within 24 hours

14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
mtake every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day course every 4 months
mdo not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children may
sometimes be caused by a serious condition.

Other information
m read the directions and wamings before use
m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

hypromellose acetate succinate, lactose
ydrate, menthol, amine,
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gooooo0o000

NDC 0000,000,00

FDA Approved

DIE CUT

DIE CUT DIE CUT

| ¢

Tips for Managing Heartburn
m Do nct lie fiat or bend over after eating

m Do nat wear tight-fitting clcthing around the stomach

m Do nat eat before bedtime

m Raise the head of your bed

m Avoid heartbum-causing foods such as rich, spicy,
fatty or fried foods, chocolate, caffeine, alcohol and

sodium lauryl sulfate, sodium starch gta&nuxks:nmg}ablw "
W tat §i anda meal
iart, g, .t WINDOW WINDOW WINDOW R ouegh vt
dioxide, triacetin, trithyl citrate u Quitsmoking
Questions or comments?
1-800-719-9260
reats FREQUENT Heartourn! () 24 HIR
Delayed Release Tablets 20 mg
Acid Reducer
280 — SWALLOW - DO NOT CHEW
Made in lsrael
Manuctureaby: , 42 TABLETS
Dexcel PharmaTechnologies Lid
10 Hakidma Street, Yokneam 2069200, srael Three 14-day courses of treatment COOL MINT
May take 1to 4 days for full effect Coated Tablet
L \ |
‘ “lﬂlﬂlj *This product s not
manufactured or
distributed by
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Safety Feature - Do not use if printed
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Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose | = ﬁ g":tegm more than 1 course of treatment every 4 months
Omeprazdle 2 ma Acid reducer m you develop a rash or joint pain
Use

4 days for full effect

m treats frequent heartbum (occurs 2 or more days a week)
m not intended forimmediate relief of heartburn; this drug may take 1 to

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222).

Drug Facts (continued)

Warnings

Alergy alert: Do not use if you are allergic to omeprazole

Do not use if you have:

black stools

m frequent chest pain

m heartburn with lightheadedness, sweating or dizziness
m chest pain or shoulder pain with shortness of breath; sweating; pain
spreading to arms, neck or shoulders; or lightheadedness

These may be signs of a serious condition. See your doctor.

m trouble or pain swallowing food, vomiting with blood, or bloody or

Ask a doctor before use if you have:

condition.
m frequent vmeezhg pmiculaiy with heartburn
m unexplained wei
mnausea orvomltlng Istomach pain

m had heartburn over 3 months. This may be a sign of a more serious

Ask a doctor or pharmacist before use if you are taking a prescription
drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a doctor if:
m your heartbum continues or worsens

myou need to take this product for more than 14 days

Directions

m for adults 18 years of age and older

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

m it may take 1 to 4 days for full effect; some people get complete relief of
symptoms within 24 hours

14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
mdo not take for more than 14 days or more often than every

4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children may
sometimes be caused by a serious condition.

Inactive ingredients

carnauba wax, FD&C blue #1/brilliant blue

FCF aluminum lake, hypromellose,

hypromellose acetate succinate, lactose
ydrate, menthol, thanolamine,

Compareito Prilosec 0TC®*

3 PACK three M-daymmofmmt

DIE CUT

Other information

m read the directions and wamings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

A
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Tips for Managing Heartburn

m Donot e fiat or bend over after eating

m Donotwear tight-fitting clathing around the stomach

m Donot eat before bedtime

m Raise the head of your bed

m Avoid heartburn-causing foods such as rich, spicy,
fatty or fried foods, chocolate, caffeine, alcohol and

47KD7 FA C1-A 071921
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dioxide, triacetin, triethyl citrate m Quit smoking
Questions or comments?
1-800-719-9260
Treats FREQUENT Heartburn! () 24HR
Delayed Release Tablets 20 mg
Acid Reducer
3 BOTTLES INSIDE SWALLOW - DO NOT CHEW
Made in Israel
Mandachiedby: _ 42 TABLETS
Dexcel PharmaTechnologies Lid
10 Hakidma Street, Yokneam 2069200, srael Three 14-day courses of treatment COOL MINT
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Drug Facts Drug Facts (continued)

Active ingredient (in each tablet) Purpose :zm m‘m more than 1 course of treatment every 4 months
Omeprazole 20 mg. Acid reducer ayou arash orjoint pain

Use

m treats frequent heartburn (occurs 2 or more days a week)
m notintended for immediate relief of heartbum; this drug may take 1 to
4 days for full effect

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222).

| |

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

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

m heartbum with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating; pain
spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

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

m frequent wheezing, particularly with heartbum

m unexplained weight loss

W nausea or vomiting - m stomach pain

Ask a doctor or pharmacist before use if you are taking a prescription
drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a doctor if:
m your heartburn continues or worsens
m you need to take this product for more than 14 days >

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief of
symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartbum in children may
sometimes be caused by a serious condition.

Drug Facts (continued)

Inactive ingredients

camauba wax, FD&C blue #1/brilliant blue
FCF aluminum lake, hypromellose,
hypromellose acetate succinate, lactose

monohydrate, menthol, monoethanolamine,

sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl
fumarate, sucralose, talc, titanium
dioxide, triacetin, triethyl citrate

Questions or comments?
1-800-719-9260

Other information
m read the directions and warnings before use
m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture | 3

3 BOTTLES INSIDE

Made in Israel

Manufactured by:

Dexcel PharmaTechnologies Ltd
10 Hakidma Street, Yokneam 2069200, Israel

NDC:0000-000-00

Compareto,Prilosec/0TC2*
28 + 14 FREE
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Tips for Managing Heartburn
m Donot lie flat or bend over after eating

m Do not wear tight-fiting clothing around the stomach

m Do not eat before bedtime
m Raise the head of your bed
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Omeprazole 20 mg. Acid reducer | MYou get diarrhea camauba wax, FD&C blue #1/brilliant blue m Donot eat before begtime
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Allergy alert: Do not use if you are allergic to omeprazole m this product is to be used once a day (every 24 hours), every day for -
Do not use if you have: 14 days Questions or comments?
m trouble or pain swallowing food, vomiting with blood, or bloody or m it may take 1 to 4 days for full effect; some people get complete refief of 1-800-719-9260
black stools symptoms within 24 hours
m heartbum with lightheadedness, sweating or dizziness 14-Day Course of Treatment
- 'm chest pain or shoulder pain with shortness of breath; sweating; pain mswallow 1 tabletwith a glass of water before eating in the morning Treats FREQUENT Heartburn! ( ) 24 m -
spreading to arms, neck or shoulders; or lightheadedness m take every day for 14 days
m frequent chest pain m do not take more than 1 tablet a day
These may be signs of a serious condition. See your doctor. m do not use for more than 14 days unless directed by your doctor m r z I
sk adoctor before use if you have: m swallow whole. Do not chew, crush, or suck tablets.
m had heartbum over 3 months. This may be a sign of a more serious Repeated 14-Day Courses (if needed)
condition. maybeasan W you may repeat a 14-day course every 4 months Delayed Release Tablets 20 mg
'm frequent wheezing, particularly with heartbum m do not take for more than 14 days or more often than every .
.u&fww”;"n " 4months unless directed by a doctor Acid Reducer
W nausea or vomiting - m stomach pain m children under 18 years of age: ask a doctor. Heartbum in children may SWALLOW - DO NOT CHEW
Ask a doctor or pharmacist before use if you are taking a prescription sometimes be caused by a serious condition. 3 BOTTLES INSIDE
drug. Acid reducers may interact with certain prescription drugs. Other information Made in Israel
Stop use and ask a doctor if: w read the directions and warnings before use Manufactured by: . 42 TABLETS
'm your heartburn continues or worsens m keep the carton. It contains important information. Dexcel PharmaTechnologies Ltd
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | m youneed o take more than 1 course of treatment every 4 monthis Inactive ingredients
Omeprazole 20 mg Acid reducer | ™ you get diamhea carnaubawax, FD&C blue #1/brilliant blue
m you develop arash or joint pain FCF aluminum lake, hypromellose,
Use hypromellose acetate succinate, lactoss

mtreats frequent heartburn (occurs 2 or more days a week)
m not intended forimmediate relief of heartburn; this drug may take 1 to
4 days for full effect

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222).

Al

Warnin,

Alergy alert: Do not use if you are allergic to omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

m heartburn with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating; pain
spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

m had heartburn over 3 months. This may be a sign of a more serious
condition.

m frequent wheezing, particularly with heartburn

munexplained weight loss

mnausea or vomiting mstomach pain

Ask a doctor or pharmacist before use if you are taking a prescription
drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a doctor if:
m your heartbum continues or worsens
myou need to take this product for more than 14 days | 2

Directions

m for adults 18 years of age and older

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

mit may take 1 to 4 days for full effect; some people get complete relief of
symptoms within 24 hours

14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
mtake every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
mswallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day course every 4 months
mdo not take for more than 14 days or more often than every

4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children may
sometimes be caused by a serious condition.

Other information
mread the directions and wamings before use
m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

ydrate, menthol, thanolamine,
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m Raise the head of your bed

m Avoid heartbum-causing foods such as rich, spicy,
fatty or fried foods, chocolate, caffeine, alcohol and

FORMAT: STANDARD

TYPE SIZES:
TITLE 9 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
TITLE (continued) 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue LT Std 57 Condensed
HEADINGS 8 pt Helvetica Neue LT Std 77 Bold Condensed Oblique
SUBHEADINGS 6 pt Helvetica Neue LT Std 77 Bold Condensed
TEXT 6 pt Helvetica Neue LT Std 57 Condensed
LEADING 6.5 pt
BULLETS 5 pt ITF Zapf Dingbats (square)

with 2 ems (MM) spacing between statements
TELEPHONE # 6 pt Helvetica Neue LT Std 77 Bold Condensed
HEAVY LINES 1.5pt
HAIRLINES 0.5 pt Extend to within 2 spaces of the “Drug Facts” box

sodium lauryl stlfate,s&ium starch D'E cur D'E cur D'E CUT certain fruits and vegetables
gEzisii || WINDOW | |WINDOW | |WINDOW | |:Ei=
dioxide, triacetin, triethyl citrate m Quitsmoking
Questions or comments?
1-800-719-9260
Treats FREQUENT Heartburn! @ 24HR
Omeprazole
Delayed Release Tablets 20 mg
Acid Reducer
3 BOTTLES INSIDE SWALLOW - DO NOT CHEW
Mandfachredby: _ 42 TABLETS
Dexcel PharmaTechnologies Lid
10 Hakidma Street, Yokneam 2069200, lsrael Three 14-day courses of treatment COOL MINT
May take 1 to 4 days for full effect Coated Tablet
L 1 |
Hlﬂlj *This product s not
manufactured or
distributed by
Procter & Gamble,
distributor of
‘$7 0 0 Prilosec OTC®.
r
Location for
> lot qum!;er and
i 47KD7 FA C1-G 071921 expiration date
1 -



FRONT PANEL

' Instant Redeemable Coupon - Expires XX-XX-XX

SAVE sX NOW!

On This Purchase

Treats FREQUENT Heartburn! ():24 HR
Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer
SWALLOW - DO NOT CHEW

14 TABLETS

One 14-day course of treatment
May take 1 to 4 days for full effect

COOL MINT
Coated Tablet
47K74 FACP1 071 621/

L

BACK PANEL

VE SX NOW!

MANUFACTURER'S COUPON  EXPIRATION DATE XX/XX/XXXX

%

on your purchase of |
SAVE sxxx 14 COUNT SIZE |
Delayed Roloas Tabise20mg |
a
i °°"‘u“"‘“aza':g? st coonNOT s Ome praZOIQ
, pet purchase, RETALER: Thiscoupon wibe T0 DOUBLING !
! m@lnsmnamg o) fabnitied  Customer pays any sles tax. | Delayed Release Tablets 20 mg
1 inoomplianca with the ter |
| of this offer. Cash value |
H 1A00th of one cent. Limit \
: Do 1 mﬁﬁ%ﬁﬁ :
i c:: n;mw:"n‘fﬁ | 14 TABLETS
N
i, o 1| 8)00001000001M o |

*This product s not manufactured or distributed by

\ BP’IMXMBM

A e e e et e S e e

Procter& Gamble, distributor of Prilosec 0TC®.

Reference ID: 4866054



FRONT PANEL

Instant Redeemabie Coupon - Expires XX-XX-XX

iZD
Pnlosec

NDC(0000:000,00]

Treats FREQUENT Heartburn! @ 24 Hn
Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer

SWALLOW - DO NOT CHEW
14 TABLETS
COOL MINT

One 14-day course of treatment  (ateq Talet
\"“""'“’“”‘"""M 47KDS FA CP1 071021

Reference ID: 4866054

BACK PANEL

" SAVE sX NOW!

OmeerazoIe

Delay
nm’t:dzo mg

Mmams

MANUFACTURER'S COUPON  EXPIRATION DATE XX/XX/XXOXX
on your purchase of |
SAVE 14 COUNT SIZE |
“Store Brand" Omeprazole |

Delayed Release Tablets 20 mg :
Only cos conpon s redaemable par
| uchues| pm:ll- !flﬂt couj ull h COUPON ":grnflllljgﬁg ]
I (ﬁu a hn'hh h] Customer pays ary sales tax.

| stbnited in c

e

.ﬂmnmuum
I Cattimt ovocobonpes
:«Inn:.lhln .
e
| Ml propeely  hand
| Goar W58, A
Bax E0001,
\_ElPwo T gSe8-0001 O 0,




FRONT PANEL

I

On This Purchase

Instant Redeemable Coupon - Expires XX-XX-XX

| SAVE X NOW!

Acid Reducer
SWALLOW - DO NOT CHEW

28 TABLETS

Two 14-day courses of treatment
May take 1 to 4 days for full effect

Treats FREQUENT Heartburn! @ 24HR
Omeprazole

Delayed Release Tablets 20 mg

COOL MINT
Coated Tablet

47K30 FA CP1 071621

NDC10000-000-00)

BACK PANEL

r

7)?

| incompliancawith the tamms
of this offer. Cash value
1/100th of one cent. Limit
0na coupon per customer.

| Do Mot Douti. Copn i
non-el cible. Coupons
mmpg combinad. Mail

mpery handled couy

| s B

| Iﬂllhlkdl?l NBulW 0

00000700000

—

0

XX on your purchase of |
SAVE SX_ "zt
| “Store Brand” Omeprazole 1|
! Delayed Release Tablets 20 mg | !

| CONSUMER Onycow cotponis stoonatle - COUPON NOT SUBJECT |
| Pt KSR i o TO DOUBLING |
| products (plus a handiing fee) if submitted Customer pays any sales tax. |

|
|
|
|
|
|
|
|
|
l

VE SX NOW!

Omeprazole

Delayed Release Tablets 20mg

28 TABLETS

*This product is not manufactured or distributed by
Procter & Gamble, distributor of Prilosec 0TC®.

%R

-

Reference ID: 4866054



FRONT PANEL
Kgﬁv Mwsxm Compare to Prilosec OTC®*

NDC 0000-000-00

Treats FREQUENT Heartburn! (): 24HR
Omeprazole

Delayed Release Tablets 20 mg

Acid Reducer
SWALLOW - DO NOT CHEW
28 TABLETS COOL MINT
Two 14-day courses of treatment Coated Tablet
\_ Maytake 1104 daysfor ful effct 47KD6 FA CP1 071021

BACK PANEL

" SAVE sX NOW!

L

MANUFACTURER 'S COUPON  EXPIRATION DATE XX/XX/XXXX
on your purchase of |

SAVE sxxx 28 COUNT SZE |
oA |

st TR Omeprazole

i
i
1 i b o i oSy i TODOUBLING |  Delayed Release Tablets 20mg
| (phus a hendling fes) ¥ cnmmmum,-mtnl
| sbmitted in w
1 wih fi ems of i e I
1 ot oo capn | 28TABLETS
| S |
| “This producti ufectured
Fie | P,
| Coupons m“ P-m ] of Priozec OTC®.
1 Woraing os:shm. !
\ BPso, KB O 0/,

Reference ID: 4866054



FRONT PANEL

B

' On This Purchase

Treats FREQUENT Heartburn! ():24 HR

Omeprazole

Delayed Release Tablets 20 mg
Acid Reducer
SWALLOW - DO NOT CHEW

42 TABLETS

Three 14-day courses of treatment
May take 1 to 4 days for full effect

CcOoOoL MINT%
Coated Tablet

47KS55 FA CP1 071621

BACK PANEL

r

7}?

SAVE 5X NOW!

MANUFACTURER'S COUPON  EXPIRATION DATE XX/XX/XXXX
s AVE sxxx on you' purchase of [
“Store Btand ole I

' s Omeprazol
CONSUMER: 0 edeermabl Zo e
:wpume Wﬁéé‘u&nn; COUPOR T USSR | p

b vkt e T0 DOUBLING !

pmms plus a handiing foe) i atomerppanysdest | Delayed Release Tablets 20 mg

1
I
|
I
|
I
1
I
0 ] *This productis not manufactured or distributed by

4 Procter & Gamble, distributor of Prilesec 0TC®.

|neumpl lianca with the terms
\ ! of this offor. Cash value
1/00th of ene cent. Limit
one coupon per customer.
' Do Not . Coupon is
nun-mwodnuﬂa Coupons
combined. Mall

42 TABLETS

%

o

Reference ID: 4866054



FRONT PANEL

Compare to Prilosec OTC®*

NDC/0000:000:00

Treats FREQUENT Heartburn! @24 HR

Omeprazole

Delayed Release Tablets 20 mg

Acid Reducer
SWALLOW - DO NOT CHEW
COOL MINT
42 TABLETS Fiipdd
Three 14-day courses of freatment
\ May take 1 to 4 days for full effect 47KD7 FA CP1 0719021 Y,

BACK PANEL

SAVE sX NOW! |
MANUFACTURER S COUPON EXPIRATION DATE XX/XX/0XX
xx on your purchase of o I
(SAVE SX** . 8oz meprazoie
elayod Release Tablets 20 mg |
: mﬂf&fﬁﬁ' nmn::p: COUPON mﬂ%ﬁ% i Delayed Release Tablets 20 mg
| (phis & handing fee) Customer pays any aales tax. |
::m:.m i
[t : 42
im::m : TABLETS
| e "h'r'E i *This productis not manufactured o distibuted by
:‘ :::" “ﬁmo ouoootuooooM ,l Procter & Gamble, distibutor of Prilosec 0TC®.
\\ A e e ———————————— 7 y

Reference ID: 4866054



CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:

0220320rig1s052

LABELING REVIEW(S)




LABEL AND LABELING REVIEW

Division of Medication Error Prevention and Analysis 2 (DMEPA 2)
Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review:
Requesting Office or Division:
Application Type and Number:

Product Name, Dosage Form,
and Strength:

Product Type:

Rx or OTC:
Applicant/Sponsor Name:
FDA Received Date:

OSE RCM #:

DMEPA 2 Safety Evaluator:
DMEPA 2 Team Leader:

September 10, 2021
Division of Nonprescription Drugs 1 (DNPD 1)
NDA 022032/5-052

Omeprazole Delayed Release Tablets,
20 mg

Single Ingredient Product

Over-the-Counter (OTC)

Dexcel Pharma Technologies Ltd

June 2, 2021, July 26, 2021, and August 12, 2021
2021-1283

Grace P. Jones, PharmD, BCPS

Ashleigh Lowery, PharmD, BCCCP

Reference ID: 4855244



1 REASON FOR REVIEW

Dexcel Pharma Technologies Ltd (Dexcel) submitted a CMC supplement for omeprazole
delayed release tablets, 20 mg, that adds a “cool mint” flavor formulation. Dexcel states
that the new cool mint flavor formulation is identical to the approved wildberry
formulation ®®and the proposed tablet is blue-colored.

Subsequently, the Division of Nonprescription Drugs 1 (DNPD1) requested that we review
the proposed omeprazole delayed release tablets, 20 mg, container labels and carton
labeling for areas of vulnerability that may lead to medication errors.

2  MATERIALS REVIEWED

We considered the materials listed in Table 1 for this review. The Appendices provide the
methods and results for each material reviewed.

Table 1. Materials Considered for this Review
Material Reviewed Appendix Section
(for Methods and Results)
Product Information/Prescribing Information A
Previous DMEPA Reviews B
Human Factors Study C-N/A
ISMP Newsletters* D —N/A
FDA Adverse Event Reporting System (FAERS)* E-N/A
Other F
Labels and Labeling G

N/A=not applicable for this review
*We do not typically search FAERS or ISMP Newsletters for our label and labeling reviews unless we
are aware of medication errors through our routine postmarket safety surveillance

3  OVERALL ASSESSMENT OF THE MATERIALS REVIEWED

We reviewed the proposed omeprazole delayed release tablets, 20 mg, container labels and
carton labeling.

Currently, omeprazole delayed release tablets, 20 mg, under NDA 022032 are approved as an
unflavored tablet and wildberry mint flavored tablet. Similar to the current wildberry mint
flavor formulation that contains a wildberry image designating the flavor, the proposed cool
mint flavor formulation container label and carton labeling contain an image of the blue tablet
with two mint leaves and the corresponding statement “Cool Mint” in the bottom left corner
of the Principal Display Panel (PDP). From a medication error perspective, we have no concerns
related to these changes but provide a recommendation in Section 4.1 to ensure that the tablet
image is reflective of the actual tablet on the container label (14-count bottle) and carton
labeling. Additionally, we note that the statement “Actual Size” appears only on the inner

2
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blister carton labeling, thus, ® @

The blister card container labels contain the additional statement, “Coated with cool mint
flavor” that appears above the established name. This statement describes the cool mint flavor
formulation, and we find its addition reasonable.

There are no changes to the Directions section of the Drug Facts Label (DFL).

We note that the proposed container labels and carton labeling contain a placeholder for the
lot number and expiration date, but the format for the expiration date is not provided. Thus, to
ensure the safe use of the product and to minimize confusion and risk for deteriorated drug
medication errors, we provide a recommendation in Section 4.1.

4 CONCLUSION & RECOMMENDATIONS

We conclude that the omeprazole delayed release tablets proposed container labels and carton
labeling and may be improved to minimize confusion and risk for deteriorated drug medication
errors and to ensure safe use of the proposed product. Therefore, we provide
recommendations in Section 4.1.

4.1 RECOMMENDATIONS FOR DEXCEL PHARMA TECHNOLOGIES LTD
We recommend the following be implemented prior to approval of this NDA Supplement:
A. Container Labels and Carton Labeling

1. Ensure that the tablet graphic image for the omeprazole delayed release tablets
presented on the carton labeling represents a true depiction of the actual tablet.
Ensure the image reflects the true tablet size, color, and imprint of the actual
tablet.

2. The statement, “Actual Size” appears only on the 14-count blister inner carton
labeling. R

3. As currently presented in the proposed container labels and carton labeling, the
format for the expiration date is not defined. To reduce the risk for deteriorated
drug medication errors, ensure you identify the format you intend to use. FDA
recommends that the human-readable expiration date on the drug package label
include a year, month, and non-zero day. FDA recommends that the expiration
date appear in YYYY-MM-DD format, if only numerical characters are used, or in
YYYY-MMM-DD format, if alphabetical characters are used to represent the
month. If there are space limitations on the drug package, the human-readable

3
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text may include only a year and month, to be expressed as, YYYY-MM, if only
numerical characters are used, or YYYY-MMM, if alphabetical characters are
used to represent the month. FDA recommends that a slash or a hyphen be
used to separate the portions of the expiration date.




APPENDICES: METHODS & RESULTS FOR EACH MATERIALS REVIEWED

APPENDIX A. PRODUCT INFORMATION/PRESCRIBING INFORMATION

Table 2 presents relevant product information for Omeprazole Delayed Release Tablets
received on July 26, 2021 from Dexcel Pharma Technologies Ltd, and the listed drug (LD).

Table 2. Relevant Product Information for Omeprazole Delayed Release Tablets and the Listed Drug

Product Name

Omeprazole Delayed Release Tablets

Prilosec OTC?

Initial Approval

December 4, 2007

June 20, 2003

Administration

Date
Active Ingredient | Omeprazole Omeprazole
Indication Drug Facts label (DFL) Use: Drug Facts label (DFL) Use:
= treats frequent heartburn (occurs 2 or | = treats frequent heartburn (occurs 2 or
more days a week) more days a week)
= notintended for immediate relief of = notintended for immediate relief of
heartburn; this drug may take 1 to 4 heartburn; this drug may take 1 to 4
days for full effect days for full effect
Route of Oral Oral

Dosage Form

Delayed release tablets

Delayed release tablets

Strength

20 mg

20 mg

@ Prilosec OTC [Drug Facts Label] NDA 021229. Drugs@FDA. U.S. Food and Drug Administration. 2020 JAN 30.
Available from: https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/021229s0341bl.pdf.
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Table 2. Relevant Product Information for Omeprazole Delayed Release Tablets and the Listed Drug
Product Name Omeprazole Delayed Release Tablets Prilosec OTC?
Dose and DFL Directions: DFL Directions:
Frequency = for adults 18 years of age and older = for adults 18 years of age and older
= this product is to be used once a day = this product is to be used once a day
(every 24 hours), every day for 14 days (every 24 hours), every day for 14 days
» jt may take 1 to 4 days for full effect; = it may take 1 to 4 days for full effect;
some people get complete relief of some people get complete relief of
symptoms within 24 hours symptoms within 24 hours
14-Day Course of Treatment 14-Day Course of Treatment
= swallow 1 tablet with a glass of water | = swallow 1 tablet with a glass of water
before eating in the morning before eating in the morning
= take every day for 14 days = take every day for 14 days
= do not take more than 1 tablet a day = do not take more than 1 tablet a day
» do not use for more than 14 days = do not use for more than 14 days
unless directed by your doctor unless directed by your doctor
. ®®@Do not chew or crush | = swallow whole. Do not chew or crush
tablets. tablets.
Repeated 14-Day Courses (if needed) Repeated 14-Day Courses (if needed)
* you may repeat a 14-day course every | = you may repeat a 14-day course every
4 months 4 months
= do not take for more than 14 daysor | = do not take for more than 14 days or
more often than every 4 months more often than every 4 months
unless directed by a doctor unless directed by a doctor
= children under 18 years of age: ask a children under 18 years of age: ask a
doctor. o doctor. Heartburn in children may
sometimes be caused by a serious
condition.
How Supplied 2-count tablets (sample) 2-count tablets (sample)
14-count blister 14-count blister
14-count carton — blister and bottle 14-count carton (also in wildberry flavor)
28-count carton — blister and bottle 28-count carton
42-count carton — blister and bottle 42-count carton (also in wildberry flavor)
Storage store at 20-25°C (68-77°F) and protect store at 20-25°C (68-77°F) and protect
from moisture from moisture
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APPENDIX B. PREVIOUS DMEPA REVIEWS

On August 9, 2021, we searched for previous DMEPA reviews relevant to this current review
using the terms, omeprazole and 022032. Our search did not identify previous reviews.
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APPENDIX G. LABELS AND LABELING
G.1  List of Labels and Labeling Reviewed

Using the principles of human factors and Failure Mode and Effects Analysis,? along with
postmarket medication error data, we reviewed the following Omeprazole Delayed Release
Tablets labels and labeling submitted by Dexcel Pharma Technologies Ltd.

e Container labels received on August 12, 2021 (blister card)
e Carton labeling received on July 26, 2021

G.2 Label and Labeling Images

b |nstitute for Healthcare Improvement (IHI). Failure Modes and Effects Analysis. Boston. IHI:2004.

8
10 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following this page
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GRACE JONES
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Labeling Review for
Omeprazole Delayed Release Tablets, 20 mg
Draft Labeling

SUBMISSION DATES: June 2, 2021
July 26, 2021
August 12, 2021

NDA/SUBMISSION TYPE: 022032, S-052/CMC + Labeling Prior Approval Supplement

ACTIVE INGREDIENT: Omeprazole, 20 mg
DOSAGE FORM: Delayed Release Tablets
APPLICANT: Dexcel Pharma Technologies Ltd.
U.S. Agent: ICON Clinical Research LLC
REVIEWER: Lori Parsons, PhD, ONPD/DNPD |
TEAM LEADER: Kevin Lorick, PhD, ONPD/DNPD I
I. BACKGROUND

New Drug Application (NDA) 022032 (omeprazole delayed release tablets (DRT), 20 mg) is a
505(b)(2) application approved on December 4, 2007, for the nonprescription treatment of
frequent heartburn (occurring two or more days a week) in adults 18 years of age and older. The
listed drug for this 505(b)(2) application is Prilosec OTC (omeprazole magnesium DRT, 20.6
mg), NDA 021-229, approved on June 20, 2003. Dexcel’s omeprazole drug product is marketed
in unflavored and wildberry mint flavored DRT. The drug product marketed under NDA 022032
does not have a proprietary name. Instead, this drug product is marketed using the established
name of the active ingredient, omeprazole.

Per the June 20, 2003 approval letter of the first nonprescription PPI, NDA 021229 (omeprazole
DRT/Prilosec OTC), all nonprescription PPIs have a package size limitation on individual
containers not being greater than 14-count (single treatment course) and total package sizes no
greater than 42-count (three treatment courses, or one year of treatment).* Package sizes greater
than the above-mentioned quantities are expected to submit a prior approval supplement (PAS)
that includes data to demonstrate consumer comprehension of the limitations of use.

! See the NDA 021229/Prilosec OTC (omeprazole magnesium delayed release tablets) approval letter dated June 20,
2003, available at http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2003/0212291tr_Prilosec.pdf.
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There are eighty-two approved labeling components associated with this NDA, including
immediate container labels (e.g., 14-count bottle and blister configurations), outer carton labeling
(14-, 28-, and 42-count configurations), inner carton labeling (14-count configuration), multiple
bonus outer carton labeling (i.e., “14 FREE” flags on 28- and 42-count configurations), and
multiple instantly redeemable coupons (IRCs). See the labeling review for supplement 038 dated
October 26, 2017 (archived in Document Archiving, Reporting and Regulatory Tracking System
(DARRTY)) for details on the full list of currently approved labeling. The most recently
approved labeling is from supplement 046, approved on July 7, 2021, and provided for the
following:
e 14- and 28-count omeprazole DRT outer carton labeling accompanied with an in-pack
coupon for a free 14-count omeprazole delayed release orally disintegrating tablets (DR
ODT) product at the next purchase
e 14- and 28-count omeprazole DRT outer carton labeling accompanied with an in-pack
coupon for $X OFF the next purchase of a 14-count omeprazole DR ODT product
e 14- and 28-count principal display panel (PDP) partial replica (omeprazole DRT) IRC
e 14-and 28-count folded IRC for a FREE 14-count omeprazole DR ODT

(b) 4

Supplement 052 (S-052), submitted on June 2, 2021, is a CMC + Labeling PAS that proposes an
additional of mint flavored formulation termed cool mint in the labeling and 43 new labeling
components (36 immediate container/outer carton labeling; and 6 IRCs) highlighting the cool
mint flavor on the PDP. This new cool mint formulation el

relative to the approved wildberry mint formulation
under the same NDA, NDA 022032. Note, Dexcel failed to submit the 2-count immediate
container label that corresponds with the proposed cool mint 2-count outer carton in the original
June 2, 2021 and July 26, 2021 amendment submissions. DNPD | worked with Dexcel to submit
this labeling component (see details on August 12, 2021 IR response below).

An information request (IR) was sent to Dexcel during the review of SNDA 022032/052 by this
reviewer on July 1, 2021, which recommended four labeling improvement considerations to
better support consumer messaging around qualities of this drug product.

1. Consider removing the boldface type on “Frequent” in the statement “Treats Frequent
Heartburn!” on the principal display panel (PDP) to ensure that the word “Frequent” does
not overshadow the statement “Treats Frequent Heartburn!”

2. We recommend applying boldface type to the number of treatment courses statement
below the declaration of net quantity (e.g., “One 14-day course of treatment”).

3. We recommend increasing the prominence of the nonprescription proton pump inhibitor
class labeling statement “May take 1 to 4 days for full effect” to be as large as the
statement “One 14-day course of treatment” in the lower third portion of the PDP. We
also recommend using boldface type.
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4. Consider using a different font color on the promotional statements displayed in.  ©

text on a light blue background (e.g., “Bonus Pack! 14 Free,” “Triple Pack Three 14-day
courses of treatment”, etc.) to improve the contrast and readability.

Dexcel responded to this IR on July 26, 2021 by submitting 42 revised labeling components that
implemented all four labeling considerations proposed by DNPD I. A follow up IR was sent to
Dexcel on August 8, 2021 requesting the submission of 2-count immediate container (blister)
label because it appeared to be missing from the June 2, 2021 and July 26, 2021 amendment
submissions. DNPD 1 noted that a labeling file submitted by Dexcel entitled cm-blister foil in the
July 26, 2021 amendment submission appeared to be a duplicate of the labeling file entitled cm-
14ct-blister-carton. Dexcel responded on August 12, 2021 by submitting the 2-count immediate
container (blister) label. Dexcel also submitted ten labeling files which relate to a previously
approved PAS, S-046.

Submitted Labeling \ Date Submitted
Cool Mint Flavored Tablets
2-count immediate container (physician sample) | August 12, 2021

14-count immediate container (blister) June 2, 2021

Resubmitted: August 12, 2021
14-count immediate container (bottle) June 2, 2021

Revised: July 26, 2021
14-count inner carton June 2, 2021

Revised: July 26, 2021
2-count outer carton (physician sample) June 2, 2021

Revised: July 26, 2021
14-count outer carton (blister) June 2, 2021

Revised: July 26, 2021
14-count outer carton with the “FDA Approved” | June 2, 2021
statement (blister) Revised: July 26, 2021
14-count outer carton (bottle) June 2, 2021
Revised: July 26, 2021
14-count outer carton with the “FDA Approved” | June 2, 2021

statement (bottle) Revised: July 26, 2021
28-count outer carton (blister) June 2, 2021

Revised: July 26, 2021
28-count outer carton with the “14 Free” June 2, 2021
statement (blister) Revised: July 26, 2021
28-count outer carton with the “Bonus! 14 Free” | June 2, 2021
statement (blister) Revised: July 26, 2021
28-count outer carton with the “Bonus Pack! 14 | June 2, 2021
Free” statement (blister) Revised: July 26, 2021
28-count outer carton with the “FDA Approved” | June 2, 2021
statement (blister) Revised: July 26, 2021
28-count outer carton (bottle) June 2, 2021

Revised: July 26, 2021
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28-count outer carton with the “14 Free” June 2, 2021
statement (bottle) Revised: July 26, 2021
28-count outer carton with the “Bonus! 14 Free” | June 2, 2021
statement (bottle) Revised: July 26, 2021
28-count outer carton with the “Bonus Pack! 14 | June 2, 2021
Free” statement (bottle) Revised: July 26, 2021
28-count outer carton with the “FDA Approved” | June 2, 2021
statement (bottle) Revised: July 26, 2021
42-count outer carton (blister) June 2, 2021

Revised: July 26, 2021
42-count outer carton with the “14 Free” June 2, 2021
statement (blister) Revised: July 26, 2021
42-count outer carton with the “Bonus! 14 Free” | June 2, 2021
statement (blister) Revised: July 26, 2021
42-count outer carton with the “Bonus Pack! 14 | June 2, 2021
Free” statement (blister) Revised: July 26, 2021
42-count outer carton with the “FDA Approved” | June 2, 2021
statement (blister) Revised: July 26, 2021
42-count outer carton with the “3 PACK Three June 2, 2021
14-day courses of treatment” statement (blister) | Revised: July 26, 2021
42-count outer carton with the “28 + 14 FREE” | June 2, 2021
statement (blister) Revised: July 26, 2021
42-count outer carton with the “Value Pack! June 2, 2021
Three- Tablet Cartons” statement (blister) Revised: July 26, 2021
42-count outer carton with the “Triple Pack June 2, 2021

Three 14-day courses of treatment” statement
(blister)

Revised: July 26, 2021

42-count outer carton (bottle) June 2, 2021

Revised: July 26, 2021
42-count outer carton with the “14 Free” June 2, 2021
statement (bottle) Revised: July 26, 2021
42-count outer carton with the “Bonus! 14 Free” | June 2, 2021
statement (bottle) Revised: July 26, 2021
42-count outer carton with the “Bonus Pack! 14 | June 2, 2021
Free” statement (bottle) Revised: July 26, 2021
42-count outer carton with the “FDA Approved” | June 2, 2021
statement (bottle) Revised: July 26, 2021
42-count outer carton with the “3 PACK Three June 2, 2021
14-day courses of treatment” statement (bottle) Revised: July 26, 2021
42-count outer carton with the “28 + 14 FREE” | June 2, 2021
statement (bottle) Revised: July 26, 2021
42-count outer carton with the “Value Pack! June 2, 2021
Three- 14 Tablet Bottles” statement (bottle) Revised: July 26, 2021
42-count outer carton with the “Triple Pack June 2, 2021

Three 14-day courses of treatment” statement
(bottle)

Revised: July 26, 2021
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14-count IRC (blister) June 2, 2021

Revised: July 26, 2021
14-count IRC (bottle) June 2, 2021

Revised: July 26, 2021
28-count IRC (blister) June 2, 2021

Revised: July 26, 2021
28-count IRC (bottle) June 2, 2021

Revised: July 26, 2021
42-count IRC (blister) June 2, 2021

Revised: July 26, 2021
42-count IRC (bottle) June 2, 2021

Revised: July 26, 2021

The proposed labeling was compared to the most currently approved labeling (wildberry flavor)
from NDA 022032/S-041, approved on April 8, 2019. The wildberry flavor tablet labeling is the
comparator, and not the unflavored tablet labeling because the proposed cool mint tablets involve
®@ |mportantly, similar to

the wildberry flavored tablets, the cool mint flavored tablets @@ that
also involve specific labeling statements informing the consumer to swallow tablets whole
(found on the PDP) and “[bullet] swallow whole. Do not chew, crush, or suck tablets.” (found in
the Directions heading of the DFL). A

The unflavored tablets under this NDA do not have labeling statements
telling the consumer to not suck the tablets. Instead, the unflavored tablets product contains the
labeling statements ®®@Do not chew or crush tablets.”

Il. REVIEWER'S COMMENTS

A. 2-, 14-, 28, 42-count (blister and bottle) outer carton labeling, 14-, 28-, and 42-count
outer carton with the “FDA Approved” statement (blister and bottle), 28- and 42-count
outer carton with the “14 Free” statement (blister and bottle), 28- and 42-count outer
carton with the “Bonus! 14 Free” statement (blister and bottle), 28- and 42-count outer
carton with the “Bonus Pack! 14 Free” statement (blister and bottle), 42-count outer
carton with the “3 PACK Three 14-day courses of treatment” statement (blister and
bottle), 42-count outer carton with the “28 + 14 FREE” statement (blister and bottle), 42-
count outer carton with the “Value Pack! Three- 14 Tablet Cartons”/ “Value Pack! Three-
14 Tablet Bottles” statement (blister/bottle), 42-count outer carton with the “Triple Pack
Three 14-day courses of treatment” statement (blister and bottle)

i.  Outer Carton Label Outside Drug Facts Label

a. The statement “Cool Mint Coated Tablet” is added to the lower, right corner of the
PDP. An image of blue tablet with “20” debossed on the front-facing tablet side
appears below two mint leaves ®®@ on light
blue background.

Comment: The statement and image appear to be truthful and not misleading
because the drug product is mint flavored, and the tablet is blue and contains
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an imprint of “20” on one side. Also, the size of the tablet image appears to be
of actual size (~11mm) using Dexcel’s submitted Description and Composition
(eCTD file entitled *“description-and-composition-2.pdf”) files submitted to
the eCTD on June 2, 2021 (section 3.2.P.1: Description and composition of the
drug product-2, page 3, Pictures section). This is acceptable.

. The boldface type on “Frequent” in the statement “Treats Frequent Heartburn!” is

removed. This statement appears on the PDP above the statement of identity.

Comment: An IR from DNPD I sent to Dexcel on July 1, 2021 requested that
Dexcel consider removing the boldface type on “Frequent” in the statement
“Treats Frequent Heartburn!” on the PDP to ensure that the word
“Frequent” does not overshadow the statement “Treats Frequent
Heartburn!” Dexcel implemented the revision to remove the boldface type
from “Frequent” in the statement “Treats Frequent Heartburn!”” on the PDP
(see the IR response from Dexcel submitted to the eCTD dated July 26,
2021). This is acceptable.

Boldface type is applied to the number of treatment courses statement below the
declaration of net quantity (e.g., “One 14-day course of treatment).

Comment: An IR from DNPD | sent to Dexcel on July 1, 2021 recommended
applying boldface type to the number of treatment courses statement below
the declaration of net quantity (e.g., “One 14-day course of treatment™).
Dexcel implemented the revision to apply boldface type to this
nonprescription proton pump inhibitor (PPI) class labeling statement as
recommended (see the IR response from Dexcel submitted to the eCTD dated
July 26, 2021). This is acceptable.

. The prominence of the nonprescription PPI class labeling statement “May take 1 to

4 days for full effect” is increased to be as large as the statement “One 14-day
course of treatment” in the lower third portion of the PDP. Boldface type is
applied.

Comment: An IR from DNPD I sent to Dexcel on July 1, 2021 recommended
applying boldface type and increasing the prominence of the nonprescription
PPI class labeling statement “May take 1 to 4 days for full effect” to be as
large as the statement “One 14-day course of treatment” in the lower third
portion of the PDP. Dexcel implemented the revision as recommended (see the
IR response from Dexcel submitted to the eCTD dated July 26, 2021). This is
acceptable.

The font color used to display the promotional statements (e.g., “Bonus Pack! 14
Free,” “Triple Pack Three 14-day courses of treatment”, etc.) have changed from

®®font on a light blue background to dark blue font on a light blue
background.
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Comment: An IR from DNPD | sent to Dexcel on July 1, 2021 recommended
that Dexcel consider using a different font color on the promotional
statements displayed in ?“text on a light blue background (e.g., “Bonus
Pack! 14 Free,” “Triple Pack Three 14-day courses of treatment”, etc.) to
improve the contrast and readability. Dexcel implemented the revision as
recommended (see the IR response from Dexcel submitted to the eCTD dated
July 26, 2021). This is acceptable.

ii.  Outer Carton Label Outside Drug Facts Label
a. The labeling meets format specifications set forth in 21 CFR 201.66.
Comment: This is acceptable.

b. The listing of inactive ingredients in the DFL have changed. The previously
approved wildberry mint coated tablets (NDA 22032) labeling includes the
following inactive ingredients: benzyl alcohol, carmine, carnauba wax, FD&C
blue #2/indigo carmine aluminum lake, avor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol, modied starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose, talc, titanium dioxide, triacetin,
triethyl citrate. The cool mint coated tablet labeling includes the following
inactive ingredients: carnauba wax, FD&C blue #1/brilliant blue FCF aluminum
lake, hypromellose, hypromellose acetate succinate, lactose monohydrate,
menthol, monoethanolamine, sodium lauryl sulfate, sodium starch glycolate,
sodium stearate, sodium stearyl fumarate, sucralose, talc, titanium dioxide,
triacetin, triethyl citrate.

Comment: This is acceptable from a labeling perspective with concurrence
from CMC and nonclinical accepting and recommending approval of the
formulation and flavor change involved with the cool mint flavored tablets.

B. 2-count Outer Carton (physician’s sample)
i. Outer Carton Label Outside Drug Facts Label

a. The statement “May take 1 to 4 days for full effect” is added to the lower, left
corner of the PDP in boldface type.

Comment: An IR from DNPD | sent to Dexcel on July 1, 2021 advised Dexcel
to add the nonprescription PPI class labeling statement “May take 1 to 4
days for full effect” in boldface type to the 2-count outer carton labeling.
Dexcel implemented the revision as advised (see the IR response from Dexcel
submitted to the eCTD dated July 26, 2021). This is acceptable.
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b. Boldface type is applied to the statement “First 2 doses of 14-day course of

treatment” located on the PDP.
Comment: An IR from DNPD I sent to Dexcel on July 1, 2021 advised Dexcel
to apply boldface type to the statement “First 2 doses of 14-day course of
treatment” to provide clarity to consumers on how the sample doses fit into
the set treatment course for the drug product. Dexcel implemented the
revision as advised (see the IR response from Dexcel submitted to the eCTD
dated July 26, 2021). This is acceptable.

The statements “Read Drug Facts label on the back before trying” and “FREE
SAMPLE INSIDE” appear in the upper left corner of the PDP in black font. The
statement “NOT FOR SALE” appears on the top panel of the outer carton in black
boldface type.

Comment: This is acceptable. It is always acceptable to refer the consumer to
the DFL because this labeling content contains complete information about
safe and effective use of a drug product and does not contain promotional
content. Free samples are acceptable in the nonprescription setting, although
ONPD does not have a working definition of a sample. This reviewer finds
FDAs definition of sample in the prescription setting compelling, where a
prescription drug sample as a unit of drug not intended for sale and intended
to promote the sale of the drug product.? This proposal meets the
prescription definition. Importantly, the sample labeling contains all the
same and complete labeling content as the full, standard of therapy. The only
differences in labeling are PDP text referencing the sample and detailed in
11.B.i.a. above. A 2-count sample configuration has been previously approved
for nearly all nonprescription PPIs.

. The statement “NDC 000-00-000-00" is added to the upper, right corner of the

PDP.

Comment: This is acceptable. The NDC number is requested and not
required under 21 CFR 201.2.

See sections of Il.A.i.a-e.

C. 14-count Inner Carton

Outer Carton Label Outside Drug Facts Label

a. See sections of I1.A.i.a-e.

(b) (4)

221 U.S.C. 353(c).
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b.

C.

(b) (4)

Boldface type is applied to the entire declaration of net quantity of contents
statement, including “TABLETS”.

Comment: The declaration of net quantity shall appear in conspicuous and
easily legible boldface print or type in distinct contrast (by typography,
layout, color, embossing, or molding) to other matter on the package; except
that a declaration of net quantity blown, embossed, or molded on a glass or
plastic surface is permissible when all label information is so formed on the
surface under 21 201.62(g). An IR from DNPD I dated July 1, 2021 advised
Dexcel to apply boldface type to the entire declaration of net quantity of
contents statement, including “TABLETS” under 21 201.62(g). Dexcel
implemented the revision as advised (see the IR response from Dexcel
submitted to the eCTD dated July 26, 2021). This is acceptable.

Boldface type is applied to the entire statement of identity including, “Delayed
Release Tablets 20 mg” on the PDP.

Comment: This is acceptable. The statement of identity shall be presented in
bold face type on the principal display panel, shall be in a size reasonably
related to the most prominent printed matter on such panel, and shall be in
lines generally parallel to the base on which the package rests as it is
designed to be displayed under 21 CFR 201.61(c). An IR from DNPD I dated
July 1, 2021 advised Dexcel to apply boldface type to the entire statement of
identity including, “Delayed Release Tablets 20 mg” on the PDP, per 21 CFR
201.61(c). Dexcel implemented the revision as advised (see the IR response
from Dexcel submitted to the eCTD dated July 26, 2021). This is acceptable.

D. 42-count outer carton labeling with a Value Pack statement
Outer Carton Label Outside Drug Facts Label

Reference ID: 4853490

a.

b.

See sections of Il.A.i.a-e.

The statement “Value Pack! 3 -14 Tablet Cartons” in the upper, right corner of the
PDP is revised to state “Value Pack! Three -14 Tablet Cartons” on the blister
packaging, or “Value Pack! Three- 14 Tablet Bottles”.
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Comment: This is acceptable. An IR from DNPD | dated July 1, 2021 advised
Dexcel to spell out “three” in the statement “Value Pack! 3 -14 Tablet
Cartons” to avoid confusion with the quantity of product contents. As
previously written, it could be read to express that this outer carton contains
between three to fourteen tablet cartons, which would inaccurate. The
statement “Value Pack! Three -14 Tablet Cartons” and “Value Pack! Three-
14 Tablet Bottles” better clarifies the contents within the packaging.

E. 2-and 14-count Immediate Container
a. For the blister immediate container labels, the statement “Coated with cool mint
flavor” is added on the top of each blister unit.

Comment: This is acceptable. See this reviewer’s comment in I1.A.i.a.

b. For the 14-count bottle immediate container label, the statement “COOL MINT
Coated Tablet” and image of a blue tablet with a debossment “20” on the front-
facing side below two mint leaves are added adjacent to the declaration of net
quantity.

Comment: This is acceptable. See this reviewer’s comment in I1.A.i.a.
F. 14-, 28-, 42-count (bottle and blister) IRCs

a. A peel-off IRC with the front-side duplicating the PDP is proposed. The
statements “peel off coupon” and “SAVE $X now! On This Purchase” appear on
the upper, right corner of the front-side of the peel-off IRC. The front-side of the
IRC also contains the same content as that of the PDP of the drug product for
which it is placed upon. All of the changes proposed in sections 11.A.a-e. apply to
the PDP. The backside of the IRC contains the terms and conditions of the IRC
for the consumer and retailer, and the statements “SAVE $X NOW!”,
“Omeprazole Delayed Release Tablets 20 mg”, “14 TABLETS”, and “This
product is not manufactured or distributed by Proctor & Gamble, distributor of
Prilosec OTC®.”.

Comment: This is acceptable. The content matches the acceptable PDP.
Additionally, the statements promoting the peel-off coupon appear truthful
and not misleading, and do not interfere with the package size limitations for
the class of nonprescription PPIs, which limit package sizes to no greater
than 42-count without adequate consumer data demonstrating
comprehension of the limitations of use. The proposed IRCs do not offer or
promote the nonprescription PPl beyond 42-count. The content of the
backside of the IRC appears to be truthful and not misleading.

Note, a social science analyst was included in the review meetings of this supplement.

Reference ID: 4853490
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I11. RECOMMENDATION

Issue an APPROVAL letter to the Applicant for the submitted omeprazole delayed release
tablets, 20 mg labeling and request final printed labeling. Request that the Applicant submit final
printed labeling identical to the following labeling submitted on the following dates:

Cool Mint Flavored Tablets Label Submitted on August 12, 2021:

1.

2-count immediate container label

Cool Mint Flavored Tablets Labeling Submitted on July 26, 2021

Reference ID: 4853490

14-count immediate container (blister)

14-count immediate container (bottle)

14-count inner carton

2-count physician sample outer carton (blister)

14-count outer carton (blister)

14-count outer carton with the “FDA Approved” statement (blister)
14-count outer carton (bottle)

14-count outer carton with the “FDA Approved” statement (bottle)

. 28-count outer carton (blister)

. 28-count outer carton with the “14 Free” statement (blister)

. 28-count outer carton with the “Bonus! 14 Free” statement (blister)

. 28-count outer carton with the “Bonus Pack! 14 Free” statement (blister)
. 28-count outer carton with the “FDA Approved” statement (blister)

. 28-count outer carton (bottle)

. 28-count outer carton with the “14 Free” statement (bottle)

. 28-count outer carton with the “Bonus! 14 Free” statement (bottle)

. 28-count outer carton with the “Bonus Pack! 14 Free” statement (bottle)
. 28-count outer carton with the “FDA Approved” statement (bottle)

. 42-count outer carton (blister)

. 42-count outer carton with the “14 Free” statement (blister)

. 42-count outer carton with the “Bonus! 14 Free” statement (blister)

. 42-count outer carton with the “Bonus Pack! 14 Free” statement (blister)
. 42-count outer carton with the “FDA Approved” statement (blister)

. 42-count outer carton with the “3 PACK Three 14-day courses of treatment” statement

(blister)

. 42-count outer carton with the “28 + 14 FREE” statement (blister)
. 42-count outer carton with the “Value Pack! Three- 14 Tablet Cartons” statement (blister)
. 42-count outer carton with the “Triple Pack Three 14-day courses of treatment” statement

(blister)

. 42-count outer carton (bottle)

. 42-count outer carton with the “14 Free” statement (bottle)

. 42-count outer carton with the “Bonus! 14 Free” statement (bottle)

. 42-count outer carton with the “Bonus Pack! 14 Free” statement (bottle)

. 42-count outer carton with the “FDA Approved” statement (bottle)

. 42-count outer carton with the “3 PACK Three 14-day courses of treatment” statement

(bottle)



Labeling Review NDA 022032, S-052 Page 12

35. 42-count outer carton with the “28 + 14 FREE” statement (bottle)

36. 42-count outer carton with the “Value Pack! Three- 14 Tablet Bottles” statement (bottle)

37. 42-count outer carton with the “Triple Pack Three 14-day courses of treatment” statement
(bottle)

38. 14-count IRC (blister)

39. 14-count IRC (bottle)

40. 28-count IRC (blister)

41. 28-count IRC (bottle)

42. 42-count IRC (blister)

43. 42-count IRC (bottle)

Remind the Applicant that if they are interested in marketing other package configurations in the
future (e.g., individual containers containing greater than 14-count, total package sizes greater
than 42-count), we expect submission of a prior approval supplement that includes data to
demonstrate consumer comprehension of use.

IV.SUBMITTED LABELING

The labels on the remaining pages of this labeling review were submitted and evaluated in this
labeling review:

43 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TSI) immediately following this page

Reference ID: 4853490



Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

LORI N PARSONS
09/08/2021 11:13:39 AM

KEVIN L LORICK

09/08/2021 11:22:15 AM
| concur with the review and recommendations.

Reference ID: 4853490



CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:

0220320rig1s052

CHEMISTRY REVIEW(S)




Office of Lifecycle Drug Products
Division of Post-Marketing Activities |
Review of Chemistry, Manufacturing, and Controls
1. NDA Supplement Number: NDA 22032/S052

2. Submission(s) Being Reviewed:

Submission Tvoe Submission |Assigned PDUFA Review
yp Date Date Goal Date |Date
Original PAS 6/2/2021 6/9/2021 10/2/2021 |9/14/2021

3. Provides For: Addition of a cool mint flavored formulation of Omeprazole Delayed Released
Tablets, 20mg.

4. Review 1:
5. Clinical Review Division: OND/DNDP
6. Name and Address of Applicant:
Dexcel Pharma Technologies Ltd.
1 Dexcel Street
Or-Akiva, Israel 3060000
Israel

7. Drug Product:

Route of Rx or Special
Drug Name Dosage Form Strength Administration |OTC Product
Omeprazole Dela%::gigilease 20 mg Oral OoTC No

8. Chemical Name and Structure of Drug Substance:

5-methoxy-2-(((4-ethoxy-3,5-dimethyl-2-
pyrindinyl)methyl)sulfinyl)-1H-benzimidazole

9. Indication: For the treatment of frequent heartburn (occurring two or more days a week)
10. Supporting/Relating Documents:

11. Consults:
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Omeprazole

Consults Recommendation Date Reviewer

OPMAV/Facility

DMF

Microbiology

Pharm/Tox Approval 9/2/2021 Chibueze Ihunnah

Biopharm Approval 9/10/2021 Min Sung Suh

Statistics

DMEPA

CDRH/ODE

CDRH/OC

EA

12. Executive Summary:

OND Managed

This supplement provides for the addition of a cool mint flavored formulation of Omeprazole Delayed
Released Tablets, 20mg.

The formulation of the Cool Mint flavored Omeprazole Delayed Released Tablets, 20mg is quantitatively
and qualitatively the same as the current wildberry mint formulation. It differs from the wildberry mint
flavored formulation in color IG
The new formulation introduced a new Blue Color @9 Each component listed in
the colorant formulation is in compliance with its associated CFR (172.874, 73.575, 73.1, 184.1901,
82.51 and 82.10) and is considered safe to be used in the drugs. It is noted that P/T does not evaluate
color, only flavorant.

The applicant has provided comparative dissolution data and dissolution profiles of the proposed and
approved formulations. Biopharm has reviewed data provided and has concluded that in vitro dissolution
data provided shows that the proposed changes in color and flavor unlikely to impact dissolution and
bioavailability (reviewed by Dr. Mn Sung Suh in Panorama on 9/10/2021).

The applicant has provided batch data and stability data of proposed Cool Mint flavored Omeprazole
Delayed Released Tablets. Data provided support proposed new cool mint flavored drug product.

13. Conclusions & Recommendations:
This supplement is recommended for Approval from CMC perspective

14. Comments/Deficiencies to be Conveyed to Applicant: The following comment should be
communicated to the sponsor via General Advice letter:

We recommend you update the naming of the following impurities as shown below for N22032
for the wildberry drug product to ensure harmonization for all the drug product flavors within
this NDA.



N22032/S052
Omeprazole

Review 1

Approved Wild-berry mint tlavored
product

Proposed Cool mint flavored product

(b) (4)

15. Primary Reviewer:

Page 3 of 16

Ping Jiang-Baucom, CMC reviewer, Branch 3, Division of Post-Marketing Activities I, Office of
Lifecycle Drug Products, Office of Pharmaceutical Quality (OPQ)

16. Secondary Reviewer:

Gurpreet Gill-Sangha, Branch Chief, Branch 3, Division of Post-Marketing Activities I, Office of

Lifecycle Drug Products, OPQ
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CMC ASSESSMENT
I BACKGROUND INFORMATION

Omeprazole Delayed Release Tablets, 20mg is an over-the-counter drug used for the treatment of
frequent Heartburn. On March 6, 2015 the wildberry mint flavored product was approved by the FDA as
a supplement. This supplement provides for the addition of a cool mint flavored formulation of
Omeprazole Delayed Released Tablets, 20mg.

The formulation of the Cool Mint flavored Omeprazole Delayed Released Tablets, 20mg is quantitatively
and qualitatively the same as the current wildberry mint formulation. It differs from the wildberry mint
flavored formulation in color 6

The cool mint flavored formulation will be included in the same NDA and it is therapeutically equivalent
to the current approved Omeprazole Delayed Release Tablets, 20mg.

Il PROPOSED CHANGES
Addition of a cool mint flavored formulation of Omeprazole Delayed Released Tablets, 20mg.

111 DATA SUBMITTED TO SUPPORT THE PROPOSED CHANGES

3.2.P.1 Description and Composition of the Drug Product, Introduction [Omeprazole
Delayed Release Tablets, 20 mg, Cool Mint Flavored]

Unflavored Drug Product:
Omeprazole Delayed Release Tablets, 20 mg are brownish, capsule shaped film coated tablets, with a
debossment 20" on one side.

Wildberry Mint Flavored Drug Product:
Omeprazole Delayed Release Tablets, 20 mg are purple, capsule shaped film coated tablets, with a berry
like odor, with a debossment 20" on one side.

Cool Mint Flavored Drug Product:
Omeprazole Delayed Release Tablets, 20 mg are blue, capsule shaped film coated tablets, with a
debossment 20" on one side.
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Unit composition

Quantity per Tablet [Ing]

Grade

Name of Constituent

Omeprazole
Lactose Monohydrate

Sodium Starch Glycolate
Sodium Stearate

Hypromellose
Acetate Succinate
Talc

Triethyl Citrate
Monoethanolamine
Sodium Lauryl Sulfate

Sucralose
Carnauba wax
Total weight

Reviewers Evaluation: Acceptable

Compare to the currently approved Wildberry Mint flavored drug product, proposed Cool Mint flavored
drugproduct_ ®®@pyrple Color. have been replaced with a new Blue Color

All other active and inactive ingredients remind unchanged.
The total tablet weight is also remind unchanged.

The applicant has provided formulation of the proposed new Blue Colo_used

as shown below:
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Reviewers Evaluation: Acceptable

The only CMC related change for the draft label is section “Inactive ingredients” . inactive ingredients

listed on the draft lable are confirmed. Proised draft labelini are accitable from CMC iersictive.

IV RISK ASSOCIATED WITH THE PROPOSED CHANGES AND IMPACT TO PRODUCT
QUALITY AND PATIENT SAFETY

Low
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BIOPHARMACEUTICS ASSESSMENT*

Application No. | NDA-022032-SUPPL-52

Submission Type | PAS

Submission
CMC
Classification

Applicant | Dexcel Pharma Technologies Ltd

Product Name | Omeprazole Delayed Release Tablets

Dosage Form/Strengths | Delayed Release Tablets / 20 mg

Route of Administration | Oral

Treatment of frequent heartburn (occurring two or more days a

Indicati
ndication week)

Submission Date | 06/02/2021

Goal date | 10/02/2021

Primary Reviewer | Min Sung Suh, Ph.D.

Secondary Reviewer | Kimberly Raines, Ph.D.

Recommendation | ADEQUATE

EXECUTIVE SUMMARY

Background/submission:
Omeprazole Delayed Release (DR) Tablets, 20 mg (NDA 22032) was approved on December
04, 2007 for over the counter (OTC) use. It is indicated for treatment of frequent heartburn. The
Applicant, Dexcel Pharma Technologies Ltd, submitted a Prior Approval Supplement (PAS) to
seek approval of the addition of a cool mint flavored formulation to the approved unflavored
and wildberry mint flavored product (approved under Supplement-24). The proposed
formulation (cool mint flavor) is consisted of the same tablet core as the approved formulations,
and 1t differs from the wildberry mint formulation in color (blue) and flavor ®) (4)
The Applicant stated that the proposed change
1s Level 3 as per SUPAC-MR, 1997, II1.C, and that a waiver of in vivo equivalence study can
be granted under 21 CFR 320.22 (d)(4). However, in the initial submission, no bioequivalence

Page 1 of 10
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documentation (a biowaiver request form) was included in this supplement or was any in vivo
study data submitted to support the proposed change. An information request (IR) was sent to
the Applicant for the biowaiver documentation. In the response to the IR dated 08/19/2021, the
Applicant provided a biowaiver form to support the change!. Multipoint dissolution data at
different stages @@ have been provided to
support the proposed formulation.

Biopharmaceutics Assessment:

It is noted when the applicant proposed the addition of the wildberry mint flavor in Supplement-
24 a bioequivalence (BE) study and comparative dissolution profile data was submitted to
support the proposed change. But the BE study was not considered necessary to support the
addition of flavor and replacement of color mixture. The BE study was therefore not reviewed
(please refer to ONDQA Biopharmaceutics review by Dr. Tien-Mien Chen July 18, 2014).
Therefore, the biopharmaceutics assessment of Supplement-52 will focus on comparative in
vitro dissolution.

Based on the formulation comparison data, the proposed formulation (cool mint flavor) is
similar to the approved product (wildberry mint flavor) except for differences in color and flavor
that are unlikely to have impact on the bioavailability as shown in Table 1. The changes in w/w
percentage are less than 5% of total formulation.

Tablel. Side-by-side comparison of cool mint and wildberry mint formulation

Approved Wildberry Proposed Cool Mint
Mint flavor formulation flavor formulation
Component Unit (mg/tab) Unit (mg/tab)
(b) (4)
Omeprazole USP 20.00 20.00
Lactose Monohydrate s
Sodium Starch Glycolate

1\\CDSESUB1\evsprod\nda022032\0097\m1\us\112-other-correspondence\request-waiver-in-vivo-bioavailability-
studies\biowaiver-request.pdf
Page 2 of 10
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Sodium Stearate (b) (4)

Sodium Stearyl Fumarate
(b) (4)

Hypromellose Acetate Succinate
Talc

Triethyl Citrate
Monoethanolamine

Sodium Lauryl Sulfate

(b) (4)

Menthol S

Sucralose
Carnauba Wax

Total 307.00 | 307.00 |

Comparative dissolution studies at four time points (135, 140, 145, and 150 minutes) were
mvestigated at different manufacturing stages to demonstrate in vifro dissolution similarity
between the proposed (cool mint flavor) and approved (wildberry mint flavor) products. Gastric
resistance dissolution was also assessed under the approved dissolution conditions (Table 2).

Table 2. Approved dissolution method and acceptance criteria

Apparatus | Speed Medium Gastric e

PP P / Temperature : Dissolution

resistance
0.1N HCI (after 2 hours,
USP 2 add 250 mL of 0.2 M w@ | NLT ®@@(Q) in 30 min
100 NLT :
(paddles) P Na3POs4 buffer (after 150 min)
/37°C

Page 3 of 10
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The dissolution profiles of the proposed and approved formulations ® @)

are statistically comparable based on the provided MSD analysis,
and comply with the approved dissolution criterion of NLT ®®in 30 min (see Appendix I). It
1s noted that no similarity factor (f2 value) was provided since the dissolution variability at 130
and 135 min 1s high (see Appendix I). The gastric resistance results also meet the criterion of

() @)
NLT

Based on the assessment of the provided information and data, in vitro dissolution data support
that the proposed changes in color and flavor unlikely have impact on dissolution and
bioavailability. Thus, it is considered as the proposed formulation is equivalent to the approved
wildberry mint flavored.

Recommendation:
The NDA-022032-SUPPL-52 is _recommended for approval from a Biopharmaceutics

perspective.

Page 4 of 10
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Appendix 1
1. Comparative dissolution profiles of cool mint flavored (BY090121) and wildberry mint
(BY150813) formulations
a.

Page 5 of 10
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Time ( min)

120

130

135

140

145

150
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Time ( min)

120
130
135
140
145
150

d. Dissolution comparison at different stages
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PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

CENTER FOR DRUG EVALUATION AND RESEARCH

PHARMACOLOGY/TOXICOLOGY NDA REVIEW AND EVALUATION

Application number:
Supporting document/s:
Applicant’s letter date:
CDER stamp date:

22032 Prior Approval Supplement (PAS) 052
SD 190; SD 195

6/2/21; 8/24/21

6/2/21; 8/24/21

Product: Omeprazole delayed release tablet
Indication: Acid reducer, frequent heartburn reliever
Applicant: Dexcel Pharma Technologies (Dexcel)

Review Office:

Review Division:
Reviewer:
Supervisor/Team Leader:
Division Director:

Project Manager:

Office of Nonprescription Drugs (ONPD)
Division of Nonprescription Drugs 1 (DNPD-1)
Chibueze A. Ihunnah, PhD, DABT

Jane J. Sohn, PhD

Nushin Todd, MD, PhD

Phong Pham, PharmD, MBA

Except as specifically identified, all data and information discussed below and

necessary for approval of NDA 22032-S052 are owned by Dexcel Pharma Technologies
or are data for which Dexcel Pharma Technologies has obtained a written right of
reference. Any information or data necessary for approval of NDA 22032-S052 that
Dexcel Pharma Technologies does not own or have a written right to reference
constitutes one of the following: (1) published literature, or (2) a prior FDA finding of
safety or effectiveness for a listed drug, as reflected in the drug’s approved labeling.
Any data or information described or referenced below from reviews or publicly
available summaries of a previously approved application is for descriptive purposes
only and is not relied upon for approval of NDA 22032-S052.
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1  Executive Summary

1.1 Introduction

The Sponsor, Dexcel Pharma Technologies (Dexcel), submitted the prior approval
supplement (PAS) for omeprazole delayed-release tablets (20 mg). The PAS proposed
a new cool mint flavored, blue color coated drug product. No changes have been
proposed for the concentration of the active pharmaceutical ingredient (API), dosing
regimen, route of exposure, indication, or clinical population.

The goal of this review is to evaluate the proposed conditions of use for the new inactive
ingredients which have been proposed for the cool mint formulation.

1.2 Brief Discussion of Nonclinical Findings

There are no nonclinical concerns regarding the proposed excipients. The
pharmacology/toxicology (PT) reviewer performed a toxicological safety assessment for
each proposed excipient (except the ©®“additives) considering the maximum daily
exposure (MDE), clinical population, duration of dosing, route of exposure, and
indication. The PT reviewer relied upon publicly available toxicological information from
literature and databases, as well as internal FDA databases.

Refer to the CMC review for an assessment of the approvability of the proposed color
additives.

1.3 Recommendations

1.3.1 Approvability

Approvable from the nonclinical perspective.

1.3.2 Additional Non Clinical Recommendations
None.

1.3.3 Labeling

Not applicable.

2  Drug Information

21 Drug

CAS Registry Number
73590-58-6

Generic Name
Omeprazole

Code Name
Not applicable

Reference ID: 4851190
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Chemical Name
1H-Benzimidazole, 5-methoxy-2-(((4-methoxy-3,5-dimethyl-2-pyridinyl)methyl)sulfinyl)-

Molecular Formula/Molecular Weight
C17H19N303S /345.4211

Structure or Biochemical Description

Pharmacologic Class
Proton Pump Inhibitor

2.2 Relevant INDs, NDAs, BLAs and DMFs

None.

2.3 Drug Formulation

The drug formulation is illustrated in the tables below (excerpted from the application).

Reference ID: 4851190
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Table 1. Unit dose comparison for the approved and proposed omeprazole
delayed-release tablets

Quantity per Tablet [mg] Function of
Name of Constituent Unflavored | Currently | Pro =T S Grade
approved | Cool Mint
Wildberry | Flavored
Mint
Flavored
Omeprazole 20.00 20.00 20.00 Drug substance USP
Lactose Monohydrate NF
Sodium Starch Glycolate NF
Sodium Stearate NF
Sodium Stearyl Fumarate NF
Hypromellose NF
Acetate Succinate
Talc USP
Triethyl Citrate NF
Monoethanolamine NF
Sodium Lauryl Sulfate NF
Menthol NF
Sucralose NF
Carmauba wax NF
Total weight 285.00 | 307.00 | 307.00 |

Reference ID: 4851190
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(b) (4)

2.4 Comments on Novel Excipients

There are no novel excipients which are proposed for the cool mint flavor drug product.
(See the Integrated Summary.)

2.5 Comments on Impurities/Degradants of Concern

None. There are no proposed changes to the manufacturing elements of the drug
substance. Further, no new impurities have been identified by the CMC reviewer?.

2.6 Proposed Clinical Population and Dosing Regimen
No changes have been proposed for the clinical population or dosing regimen.
The approved omeprazole presentations (flavored and unflavored) are indicated for

adults aged 18 years and older. The approved dose is once daily oral administration for
14 days. The 14-day regimen may be repeated every 4 months2.

2.7 Regulatory Background

NDA 22032 for omeprazole delayed release tablets (20 mg), was originally approved on
December 4, 2007. The Sponsor, Dexcel Pharma Technologies (Dexcel), submitted the
application for the unflavored delayed release drug product. The subsequent wildberry
mint drug product (omeprazole 20 mg) was also submitted by Dexcel and was approved
in 2014.

3 Studies Submitted

3.1 Studies Reviewed

None.

1 Email correspondence with CMC primary reviewer, Ping Jiang-Baucom, PhD 9/2/21
2 PRPLLR current approved labeling for omeprazole, delayed release tablet (NDA
22032)
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3.2 Studies Not Reviewed
Not applicable because no new studies were submitted.
3.3 Previous Reviews Referenced

None.

4  Integrated Summary and Safety Evaluation

The Sponsor, Dexcel Pharma Technologies (Dexcel), submitted the prior approval
supplement (PAS) on June 2, 2021 for Omeprazole delayed-release tablets (20 mg).
The PAS proposed a new cool mint flavored, blue colored drug product. New inactive
ingredients have been proposed for the cool mint formulation, but no changes have
been proposed for the concentration of the API, dosing regimen, or clinical population.

Regarding the inactive ingredients, the proposed cool mint drug product contains a
®@ of menthol @@ than the approved wildberry mint drug

product. (b) (4)
The proposed cool
mint drug product also contains () @)
hypromellose, titanium dioxide, triacetin, FD&C Blue #1/Brilliant Blue FCF
aluminum lake ®) @

The pharmacology/toxicology (PT) reviewer performed a
toxicological safety assessment for each new proposed component except the  ©®
additives titanium dioxide, and FD&C Blue #1/Brilliant Blue FCF aluminum lake colors.
Refer to the CMC review regarding the proposed use and approvability of the @@
additivess.

After a review of the individual components (except the (b)(4)additives), it appears that
the conditions of use for the proposed components which comprise the cool mint drug
product are acceptable from the nonclinical perspective. Refer to the section below for
the toxicological safety assessment for each individual proposed component.

Proposed excipients

The following excipients were proposed by the Sponsor and are not present in the
approved unflavored or wildberry flavored products, or are proposed at an MDE that
exceeds the level in the approved unflavored or wildberry flavored products.

Menthol o

Menthol () @)
For clarification and completeness, ONPD sent an information

request (IR) to the Sponsor for clarification of the identity of menthol @@ The

3 Email correspondence with CMC primary reviewer, Ping Jiang-Baucom, PhD 9/2/21
4 Handbook of Pharmaceutical Excipients, 6t edition 2009
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NDA 22032 PAS 052 Reviewer: Chibueze A. lhunnah, PhD, DABT

Sponsor responded on August 24,2021 and provided sufficient information to confirm
the identity of menthol P9 Eurther, the United States Pharmacopeia (USP) also

published a“monograph detailing supportive specification information for menthol
(b) (4)

The Sponsor proposes ?%of menthol ®@per tablet. The drug product is
proposed for once daily use, therefore the MDE Is @%¢ menthol ® @
Note, the amount of menthol ®® that is in the approved wildberry mint flavor

formulation is P9 Eurther, there are several approved NDA/ANDA drug

products with higher maximum daily exposures (MDE’s) then the proposed cool mint
drug product with the same conditions of use (duration, dose, clinical population).
There is no safety concern regarding the use of menthol s
conditions of use.

for the proposed

(b) (4)
Hypromellose

Hypromellose (hydroxypropyl methyl cellulose) is a form of a O-methylated and O-
hydroxypropylated cellulose. In pharmaceutical products, hypromellose is primarily
used as a tablet binder, embedding matrix, controlled release agent, dissolution
enhancer, emulsifying agent or a film coating®.

(b) (4)

There is no safety concern regarding the use of hypromellose for the proposed
conditions of use.

. ) ) N (b) (4)
Titanium Dioxide

Titanium dioxide is a white, amorphous, odorless, and tasteless non-hygroscopic
powder. Itis used widely in foods, cosmetics and pharmaceuticals. In pharmaceutical
formulations, titanium dioxide is used as a white pigment in film-coating suspensions,
dermatological preparations, and also sunscreens’.

5 USP monograph menthol, briefing 2018
6 Handbook of Pharmaceutical Excipients, 6t edition 2009
7 Handbook of Pharmaceutical Excipients, 6t edition 2009
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NDA 22032 PAS 052 Reviewer: Chibueze A.lhunnah, PhD, DABT

Refer to the CMC review regarding compliance of the proposed conditions of use®®
. totheCFR.

Triacetin is a colorless, viscous liquid. In pharmaceutical products, itis primarily used as
a polymeric capsule coating. It is also used in cosmetic products and foods as a

solvent8.

There is no safety concern regarding the use of triacetin for the proposed conditions of
use.

FD&C Blue #1/Brilliant Blue FCF aluminum lake . 0@
I

FD&C Blue #1/Brilliant Blue FCF aluminum lake is a color which
the Sponsor proposes to include in the formulation at a level o er tablet

(Table 2). Referto the CMC review regarding compliance of the proposed conditions of
use to the CFRY.

8 Handbook of Pharmaceutical Excipients, 6t edition 2009
9 Email correspondence with CMC primary reviewer, Ping Jiang-Baucom, PhD 9/2/21
10 Email correspondence with CMC primary reviewer, Ping Jiang-Baucom, PhD 9/2/21
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Pham, Phong

From: Pham, Phong

Sent: Friday, August 20, 2021 3:08 PM

To: Kneifel, Amy

Cc: Kim, Cynthia

Subject: Information Request | NDA 022032-052 omeprazole delayed release tablet, 20 mg.
Amy,

Kindly confirm receipt of this communication.

We refer to your prior approval supplement (PAS) submitted under NDA 022032-S052 and received on June 2, 2021 is
currently under review. We have the following information request:

4
1. Menthol el

a.

(b) (4)

Submit the requested information as an official response to the NDA in eCTD format over the Gateway by 5 PM EST on
August 27, 2021.

Phong (On behalf of Cindy Kim, PharmD, Regulatory Project Manager)

Phong Pham, PharmD, MBA
Regulatory Project Manager

Division of Nonprescription Drugs |

Division of Regulatory Operations for Nonprescription Drugs
Office of Regulatory Operations

Center for Drug Evaluation and Research

U.S. Food and Drug Administration

E | Phong.Pham@fda.hhs.gov

(pZY U.S. FOOD & DRUG

ADMINISTRATION
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Pham, Phong

From: Tran, Suong T

Sent: Wednesday, July 21, 2021 12:24 PM

To: Pham, Phong

Cc: Stewart, Sherry

Subject: RE: Finalized - NDA 22032 General Consult Request(FRM-CONSULT-01)

Follow Up Flag: Follow up

Flag Status: Flagged

Hi Phong- o

This botanical consult request for a pharmacognosy review of the excipient Menthol NF is not necessary
because:

e This excipient is compendial,

e This excipient is already part of the currently approved formulation LIE

e The request for general information (“Scientific name of the plant species, Synonyms, Subspecific rank
(subspecies, variety, and form) and cultivars, if applicable, Family name, Botanical parts used, Common or usual
names in English”) should be sent to the NDA applicant, and

e The request for “Quality control related to current manufacturing practices” should be sent to the Quality/CMC
team reviewing this supplement 52.

Please withdraw or close out the consult request in DARRTS. If you decide that a consult request is necessary, please
provide a clarification on the requested pharmacognosy review of this compendial excipient that is already part of the
currently approved formulation and please provide specific documents that my reviewer would evaluate.

Thanks,

Su

Suong Tran, PhD

Branch Chief
DNDAPI/ONDP/OPQ/CDER

From: Wu, Charles (CDER) <Charles.Wu@fda.hhs.gov>

Sent: Wednesday, July 21, 2021 11:48 AM

To: Pham, Phong <Phong.Pham@fda.hhs.gov>; Tran, Suong T <Suong.Tran@fda.hhs.gov>

Cc: Stewart, Sherry <Sherry.Stewart@fda.hhs.gov>; Taylor, Cassandra <Cassandra.Taylor@fda.hhs.gov>
Subject: RE: Finalized - NDA 22032 General Consult Request(FRM-CONSULT-01)

Hi, Phong:

| have forwarded the botanical consult to Dr Tran’s team to handle it given BRT is short staffed at the moment.
Thanks,

Charles

From: Pham, Phong <Phong.Pham@fda.hhs.gov>

Sent: Thursday, July 15, 2021 8:43 AM

To: Taylor, Cassandra <Cassandra.Taylor@fda.hhs.gov>; Wu, Charles (CDER) <Charles.Wu@fda.hhs.gov>
Cc: Stewart, Sherry <Sherry.Stewart@fda.hhs.gov>

Subject: FW: Finalized - NDA 22032 General Consult Request(FRM-CONSULT-01)

Reference ID: 4839076
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Hello friends,

We appreciate your help and expertise on this application. | filed this consult under OPQ since | didn’t specifically see
your division listed. Let me know if anything needs to be adjusted. Welcome aboard. .

- Phong

From: ora_ias@fdslv96017.fda.gov <ora ias@fdslv96017.fda.gov>

Sent: Thursday, July 15, 2021 8:28 AM
To: Wu, Charles (CDER) <Charles.Wu@fda.hhs.gov>; Pham, Phong <Phong.Pham@fda.hhs.gov>; Taylor, Cassandra

<Cassandra.Taylor@fda.hhs.gov>; Kim, Cynthia <Cynthia.Kim@fda.hhs.gov>; Ihunnah, Chibueze

<Chibueze.lhunnah@fda.hhs.gov>
Subject: Finalized - NDA 22032 General Consult Request(FRM-CONSULT-01)

L1
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NDA Number: 22032

Drug Name: Omeprazole

PHARMACOLOGY/TOXICOLOGY FILING CHECKLIST FOR
NDA/BLA or Supplement

Technologies

Delayed Release Tablets

On initial overview of the NDA/BLA application for filing:

NDA Type: PAS 052

Applicant: Dexcel Pharma

Stamp Date: June 2, 2021

Content Parameter

Yes

No

Comment

Is the pharmacology/toxicology section
organized in accord with current regulations
and guidelines for format and content in a
manner to allow substantive review to
begin?

Not applicable, there are no nonclinical
studies submitted.

Is the pharmacology/toxicology section
indexed and paginated in a manner allowing
substantive review to begin?

Not applicable, there are no nonclinical
studies submitted.

Is the pharmacology/toxicology section
legible so that substantive review can
begin?

Not applicable, there are no nonclinical
studies submitted.

Are all required and requested IND studies
(in accord with 505 (b)(1) and (b)(2)
including referenced literature) completed
and submitted (carcinogenicity,
mutagenicity, teratogenicity, effects on
fertility, juvenile studies, acute and repeat
dose adult animal studies, animal ADME
studies, safety pharmacology, etc)?

Not applicable, there are no nonclinical
studies submitted.

If the formulation to be marketed is
different from the formulation used in the
toxicology studies, have studies by the
appropriate route been conducted with
appropriate formulations? (For other than
the oral route, some studies may be by
routes different from the clinical route
intentionally and by desire of the FDA).

Not applicable, there are no nonclinical
studies submitted.

Does the route of administration used in the
animal studies appear to be the same as the
intended human exposure route? If not, has
the applicant submitted a rationale to justify
the alternative route?

Not applicable, there are no nonclinical
studies submitted.

Has the applicant submitted a statement(s)
that all of the pivotal pharm/tox studies
have been performed in accordance with the
GLP regulations (21 CFR 58) or an
explanation for any significant deviations?

Not applicable, there are no nonclinical
studies submitted.

Has the applicant submitted all special
studies/data requested by the Division
during pre-submission discussions?

Not applicable, there are no nonclinical
studies submitted.

Reference ID: 4833449




PHARMACOLOGY/TOXICOLOGY FILING CHECKLIST FOR
NDA/BLA or Supplement

Content Parameter

Yes

No

Comment

Are the proposed labeling sections relative
to pharmacology/toxicology appropriate
(including human dose multiples expressed
in either mg/m? or comparative
serum/plasma levels) and in accordance
with 201.57?

[Not applicable, there are no nonclinical
studies submitted.

10

Have any impurity. degradant,
extractable/leachable, etc. issues been

(b) (4)

addressed? (New toxicity studies may not The CMC reviewer has not
be needed.) <« |reported any additional new impurities or
degradants, however, the potential for new
impurities or degradants will be a review
issue.
11 [If this NDA/BLA is to support a Rx to OTC [Not applicable.
switch, have all relevant studies been
submitted?
12 |If the applicant is entirely or in part
supporting the safety of their product by The Sponsor proposes a new cool mint
relying on nonclinical information for flavor formulation. No information was
which they do not have the right to the submitted to support the new formulation.
underlying data (i.e., a 505(b)(2) application| o
referring to a previous finding of the agency| X

and/or literature), have they provided a
scientific bridge or rationale to support that
reliance? If so, what type of bridge or
rationale was provided (e.g., nonclinical,

clinical PK. other)?

IS THE PHARMACOLOGY/TOXICOLOGY SECTION OF THE APPLICATION
FILEABLE? Yes

If the NDA/BLA is not fileable from the pharmacology/toxicology perspective, state the reasons
and provide comments to be sent to the Applicant.

Please identify and list any potential review issues to be forwarded to the Applicant for the 74-
day letter.

The Sponsor should clarify the chemical composition of menthol

Reference ID: 4833449
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_/? DEPARTMENT OF HEALTH & HUMAN SERVICES

ﬁw Food and Drug Administration
Silver Spring, MD 20993
Sent: 07/21/2021 01:32:06 PM

To: AMY.KNEIFEL@ICONPLC.COM
CC:
BCC:

Subject: INFORMATION REQUEST NDA 22032/S-052
Please see attached Information Request.

Thanks,
Laya


mailto:AMY.KNEIFEL@ICONPLC.COM

Please find the attached documents below:

NDA-022032-SUPPL-52_Send IR_Pending (1).pdf




(pZY U.S. FOOD & DRUG

ADMINISTRATION

NDA 022032/S-052
INFORMATION REQUEST

Dexcel Pharma Technologies Ltd

c/o Icon Clinical Research LLC

Attention: Amy Kneifel

79 Tw Alexander Dr.

4401 Research Commons Bldg., Suite 300
Durham, NC 27709

Dear Ms. Kneifel:

Please refer to your supplemental New Drug Application (SNDA) dated June 02, 2021, received
June 02, 2021, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for
Omeprazole Delayed Release Tablets, 20mg.

We are reviewing the Biopharmaceutics section of your submission and have the following
comments and information requests. We request a prompt written response by July 23, 2021 in
order to continue our evaluation of your supplemental NDA.

Comments and information requests:

A. Biopharmaceutics

1. As per SUPAC-MR Guidance, bioequivalence documentation is required to support your
PAS submission. As you do not submit any in vivo BE data to support the proposed
change, please submit a biowaiver form under Module 1.12.15 “Request for waiver of in
vivo bioavailability studies” per 21 CFR 320.22. (d)(4) with supportive information.

If you have any questions, please contact Laya Keyvan, Regulatory Program Manager, at (240)
402 - 4598.

Sincerely,
{See appended electronic signature page}

Laya Keyvan, MS, MBA

Regulatory Business Process Manager
Office of Program and Regulatory Operations
Office of Pharmaceutical Quality

Center for Drug Evaluation and Research



Laya Digitally signed by Laya Keyvan
Keyvan Date: 7/21/2021 01:30:53PM
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Office of Nonprescription Drugs (ONPD)

Pharmacology/Toxicology (PT) Botanical Consult Request Form
Requestor: Chibueze lhunnah, PhD, DABT

e Scientific name of the plant species

e Synonyms

e Subspecific rank (subspecies, variety, and
form) and cultivars, if applicable
Family name

e Botanical parts used

e Common or usual names in English

Date:7/14/2021 Desired Completion Date:7/30/2021

Reason for Request
Please provide the following general X Quality control related to current manufacturing practices
information for menthol bl

Supporting Information for Consult
(provide electronic copy of literature or other reference if possible as attachment)

. Compound information

Compound CASRN (if UNII (optional) | Species Name
applicable)

| Detailed description of reason for consulit

A sponsor has proposed to use a compound, which they call “menthol
flavor in an oral product. The composition of menthol ®®s unclear.

(b) (4) as a

(b) (4)

Reference ID: 4826298




[l Pertinent review information/references (e.g., literature, internal information, etc).
Provide citations, or list of attachments, as appropriate.

The drug product formulation is provided in the pdf below for reference. Menthol

- “%is highlighted in yellow.

description-and-com
position-2.pdf

Reference ID: 4826298
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NDA 022032/S-052
INFORMATION REQUEST

Dexcel Pharma Technologies Limited

c/o ICON Clinical Research LLC (Authorized Agent)
Amy Kneifel, RAC

Director, Regulatory Affairs

79 TW Alexander Dr.

4401 Research Commons Bldg., Suite 300
Durham, NC 27709

Dear Ms. Kneifel:

Please refer to your supplemental new drug application (SNDA) 022032/S-052 dated
and received June 2, 2021, submitted pursuant to section 505(b)(2) of the Federal
Food, Drug, and Cosmetic Act for omeprazole delayed release tablets, 20 mg.

We are reviewing your submission and have the following comments and information
request. We request a prompt written response in order to continue our evaluation of
your supplemental application.

All labeling submitted to S-052:

1. Consider removing the boldface type on “Frequent” in the statement “Treats
Frequent Heartburn!” on the principal display panel (PDP) to ensure that the
word “Frequent” does not overshadow the statement “Treats Frequent
Heartburn!”

2. We recommend applying boldface type to the number of treatment courses
statement below the declaration of net quantity (e.g., “One 14-day course of
treatment”).

3. We recommend increasing the prominence of the nonprescription proton pump
inhibitor class labeling statement “May take 1 to 4 days for full effect” to be as
large as the statement “One 14-day course of treatment” in the lower third
portion of the PDP. We also recommend using boldface type.

4. Consider using a different font color on the promotional statements displayed in
®@text on a light blue background (e.qg., “Bonus Pack! 14 Free,” “Triple
Pack Three 14-day courses of treatment”, etc.) to improve the contrast and
readability.

Reference ID: 4820182



NDA 022032/S-052
Page 2

2-count outer carton labeling:

5. Apply boldface type to the statement “First 2 doses of 14-day course of
treatment” to provide clarity to consumers on how the sample doses fit into the
set treatment course for the drug product.

6. Add the nonprescription proton pump inhibitor class labeling statement “May
take 1 to 4 days for full effect” in boldface type to the 2-count outer carton
labeling.

2-count outer carton label:

7. Submit the 2-count immediate container label because it appears to be missing
from the June 2, 2021 submission.

14-count inner carton:

(b) 4)

8.

9. Apply boldface type to the entire declaration of net quantity of contents
statement, including “TABLETS”, per 21 201.62(c).

10. Apply boldface type to the entire statement of identity including, “Delayed
Release Tablets 20 mg” on the PDP, per 21 CFR 201.61(c).

42-count outer carton labeling with a Value Pack statement:

11.Spell out “three” in the statement “Value Pack! 3 -14 Tablet Cartons” to avoid
confusion with the quantity of product contents. As currently written, it can be
read to express that this outer carton contains between three to fourteen tablet
cartons, which would be inaccurate. The statement “Value Pack! Three -14
Tablet Cartons” will better clarify the outer carton contents.

Kindly provide an official response in eCTD format over the gateway by 5 p.m. Eastern
Standard Time on July 14, 2021.

If you have questions, call Phong Pham, PharmD, MBA, Regulatory Project Manager, at
(301) 837-7656.

U.S. Food and Drug Administration
Silver Spring, MD 20993
www.fda.gov

Reference ID: 4820182


www.fda.gov

NDA 022032/S-052
Page 3

U.S. Food and Drug Administration
Silver Spring, MD 20993
www.fda.gov

Reference ID: 4820182

Sincerely,
{See appended electronic signature page}

Nushin Todd, MD, PhD

Director (Acting)

Division of Nonprescription Drugs |
Office of Nonprescription Drugs

Center for Drug Evaluation and Research


www.fda.gov
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Filing Review for
Omeprazole Delayed Release Tablets, 20 mg

SUBMISSION DATES: June 2, 2021

NDA/SUBMISSION TYPE: NDA 022-032/S-052 (PAS)

ACTIVE INGREDIENT: Omeprazole, 20 mg
DOSAGE FORM: Delayed Release Tablets
APPLICANT: Dexcel Pharma Technologies Ltd.

US Agent: ICON Clinical Research, LLC

Amy Kneifel, Director of Regulatory Affairs

Phone: 919-294-2241; Email: amy.kneifel@iconplc.com
REVIEWER: Lori Parsons, PhD, DNPD 1/ONPD

ASSOC DIRECTOR: Kevin Lorick, PhD, DNPD 1/ONPD

Supplement 052 is a CMC + labeling Prior Approval Supplement (PAS) that proposes an
additional of mint flavored formulation (termed cool mint in the labeling) and 42 new labeling
components (36 immediate container/outer carton labeling; and 6 Instantly Redeemable
Coupons). The applicant submitted CMC and pharmacology toxicology data to support this
supplement.

Reference ID: 4819006
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Filing Review NDA 022-032, S-052 Page 2

Submitted Labeling Representative of
Following SKUs

Cool Mint Flavored Tablets

14-count immediate container (blister) N/A
2-count physician sample outer carton (blister) N/A
14-count inner carton N/A
14-count outer carton (blister) N/A
14-count outer carton with “FDA Approved” statement (blister) N/A
28-count outer carton (blister) N/A
28-count outer carton with “14 Free” statement (blister) N/A
28-count outer carton with “Bonus! 14 Free” statement(blister) N/A
28-count outer carton with “Bonus Pack! 14 Free” N/A
statement(blister)

28-count outer carton with “FDA Approved” statement (blister) N/A
42-count outer carton (blister) N/A
42-count outer carton with “14 Free” statement (blister) N/A
42-count outer carton with “3 PACK Three 14-day courses of N/A
treatment” statement (blister)

42-count outer carton with “28 + 14 FREE” statement (blister) N/A
42-count outer carton with “Bonus! 14 Free” statement (blister) N/A
42-count outer carton with “Bonus Pack! 14 Free” statement N/A
(blister)

42-count outer carton with “FDA Approved” statement (blister) N/A
42-count outer carton with “Triple Pack Three 14-day courses of N/A

treatment” statement (blister)

42-count outer carton with “Value Pack 3- 14-day courses of N/A
treatment” statement (blister)

Reference ID: 4819006



Filing Review NDA 022-032, S-052 Page 3

Submitted Labeling Representative of
Following SKUs

Cool Mint Flavored Tablets
14-count immediate container (bottle) N/A
14-count outer carton (bottle) N/A
14-count outer carton with “FDA Approved” statement (bottle) N/A
28-count outer carton (bottle) N/A
28-count outer carton with “14 Free” statement (bottle) N/A
28-count outer carton with “Bonus! 14 Free” statement (bottle) N/A
28-count outer carton with “Bonus Pack! 14 Free” statement N/A
(bottle)
28-count outer carton with “FDA Approved” statement (bottle) N/A
42-count outer carton (bottle) N/A
42-count outer carton with “14 Free” statement (bottle) N/A
42-count outer carton with “3 PACK Three 14-day courses of N/A
treatment” statement (bottle)
42-count outer carton with “28 + 14 FREE” statement (bottle) N/A
42-count outer carton with “Bonus! 14 Free” statement (bottle) N/A
42-count outer carton with “Bonus Pack! 14 Free” statement N/A
(bottle)
42-count outer carton with “FDA Approved” statement (bottle) N/A
42-count outer carton with “Triple Pack Three 14-day courses of N/A
treatment” statement (bottle)
42-count outer carton with “Value Pack 3- 14-day courses of N/A
treatment” statement (bottle)
14-count IRC (blister) N/A
14-count IRC (bottle) N/A
28-count IRC (blister) N/A
28-count IRC (blister) N/A
42-count IRC (bottle) N/A
42-count IRC (bottle) N/A

Reference ID: 4819006



Filing Review NDA 022-032, S-052 Page 4

Issues Yes/No Comments
Is the supplement correctly assigned as a PA, CBEQO, Yes | CMC + Labeling PAS
CBE30?
Are the outer container and immediate container labels, No | 2-count immediate container
and consumer information leaflet and other labeling label is missing. IR proposed to
included for all submitted SKUs? request this label submission to

S-052 for review.

If representative labeling is submitted, does the N/A

submitted labeling represent only SKUs of different
count sizes (same flavor and dosage form)?

Is distributor labeling included? No
Does the submission include the annotated Yes
specifications for the Drug Facts label?

Is Drug Facts title and Active ingredient/Purpose Yes
section of Drug Facts label visible at time of purchase?

Do any of the labels include “prescription strength” or No
similar statements?

Do any of the labels include “#1 doctor recommended” No
or similar endorsement statements?

Do any labels include text in a language other than No
English?

Is a new trade name being proposed? If multiple trade No
names, is the primary or preferred trade name

identified?

Does a medical officer need to review any clinical No
issues?

If SLR, should OPQ also review? Yes S-052 submission includes

CMC and pharmacology
toxicology data.

Information Request:

Filing review identified labeling improvement considerations to better support consumer
messaging around qualities of this drug product. An information request is recommended. The
information request content is below.

Please refer to your supplemental new drug application SNDA 022032/052/Omeprazole Delayed-
Release Tablets, dated and received June 2, 2021, submitted under section 505(b) of the Federal
Food, Drug, and Cosmetic Act for Omeprazole Delayed-Release Tablets, 20 mg.

We have the following information request and advice:

All labeling submitted to S-052:

Reference ID: 4819006



Filing Review NDA 022-032, S-052 Page 5

1. Consider removing the boldface type on “Frequent” in the statement “Treats Frequent
Heartburn!”” on the PDP to ensure that the word “Frequent” does not overshadow the
statement “Treats Frequent Heartburn!”

2. We recommend applying boldface type to the number of treatment courses statement
below the declaration of net quantity (e.g., “One 14-day course of treatment).

3. We recommend increasing the prominence of the nonprescription proton pump
inhibitor class labeling statement “May take 1 to 4 days for full effect” to be as large as
the statement “One 14-day course of treatment” in the lower third portion of the PDP.
We recommend using boldface type.

4. Consider using a different font color on the promotional statements displayed in
text on a light blue background (e.g., Bonus Pack! 14 Free, Triple Pack Three 14-day
courses of treatment, etc.) because it may be difficult to read.

2-count outer carton labeling:

5. Apply bold face type to the statement “First 2 doses of 14-day course of treatment” to
provide clarity to consumers on how the sample doses fit into the set treatment course
for the drug product.

6. Add the nonprescription proton pump inhibitor class labeling statement “May take 1 to
4 days for full effect” in boldface type to the 2-count outer carton labeling.

2-count outer carton label:

7. Submit the 2-count immediate container label because it appears to be missing from the

June 2, 2021 submission.

14-count inner carton:
8. (b) (@)

(b) (4)

9. Apply boldface type to the entire declaration of net quantity of contents statement,
including “TABLETS?”, per 21 201.62(c).

10. Apply boldface type to the entire statement of identity including, “Delayed Release
Tablets 20 mg” on the PDP, per 21 CFR 201.61(c).

42-count outer carton labeling with a Value Pack statement:

11. Spell out “three” in the statement “Value Pack! 3 -14 Tablet Cartons” to avoid
confusion with the quantity of product contents. As currently written, it can be read to
express that this outer carton contains between three to fourteen tablet cartons, which
would be inaccurate. The statement “Value Pack! Three -14 Tablet Cartons” will better
clarify the outer carton contents.

Reviewer’s Comment:

Supplement 046 is fileable from a labeling perspective.

Reference ID: 4819006
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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

LORI N PARSONS
06/29/2021 04:19:19 PM

KEVIN L LORICK

07/01/2021 02:04:38 PM
| concur with the review. There are no issues to prevent filing.
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NDA 022032/S-052
ACKNOWLEDGMENT --
PRIOR APPROVAL SUPPLEMENT
Dexcel Pharma Technologies Limited
c/o ICON Clinical Research LLC (Authorized Agent)
Amy Kneifel, RAC
Director, Regulatory Affairs
79 TW Alexander Dr.
4401 Research Commons Bldg., Suite 300
Durham, NC 27709

Dear Ms. Kneifel:

We have received your supplemental new drug application (SNDA) submitted under
section 505(b)/pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic
Act (FDCA or the Act) for the following:

NDA NUMBER: 022032

SUPPLEMENT NUMBER: 052

PRODUCT NAME: omeprazole delayed release tablets, 20 mg
DATE OF SUBMISSION: JUNE 2, 2021
DATE OF RECEIPT: JUNE 2, 2021

This supplemental application proposes the following change for omeprazole delayed
release tablets: addition of a cool mint flavored formulation.

Unless we notify you within 60 days of the receipt date that the application is not
sufficiently complete to permit a substantive review, we will file the application on
AUGUST 1, 2021, in accordance with 21 CFR 314.101(a).

If the application is filed, the user fee goal date will be October 2, 2021.

Reference ID: 4815952
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If you have questions, call me at (301) 837-7656.

Sincerely,
{See appended electronic signature page}

Phong Pham, PharmD, MBA

Regulatory Project Manager

Division of Nonprescription Drugs |

Division of Regulatory Operations for Nonprescription Drugs
Office of Regulatory Operations

Center for Drug Evaluation and Research

U.S. Food and Drug Administration

Silver Spring, MD 20993
www.fda.gov

Reference ID: 4815952
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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

PHONG T PHAM
06/23/2021 03:55:58 PM
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Initial Quality Assessment - OLDP Division of Post-Marketing Activities |

NDA: 22032 Applicant: ICON Clinical Product: Omeprazole Delayed Release Tablets

Supplement: 52 Research, LLC

Clinical Division: CDER/ODEIV/DNDP

Managed by: OND X] Efficacy [] Labeling [X| oPQ D

Receipt Date: 06/02/2021 PDUFA Goal Date: 10/02/2021

Proposed changes: Addition of Cool Mint Flavored Formulation

Complete Response: Yes| | No

Submitted Category: CBE-0[ | CBE-30[_| PA[X] Final Category: CBE-O[ | CBE-30[ | PA[X]

Expedited Review Requested: Drug Shortage: Group Supplements:

Yes|:| NOIE Yes|:| No& Yes|:| No

Other Disciplines:

Facility: [ | Micro:[_] Biopharm: [ | biowaiver request is missing. need to check with
biopharm for biowaiver request Pharm/tax: | |

Statistics: [_] OPF: ] DMEPA: [ Clin Pharm: ||

DMF: [_] CDRH/ODE [_| CDRH/OC[ ] 2Formulation Change [ ]
Others: Clin

Comments:

The formulation of the Cool Mint flavored Omeprazole Delayed Released Tablets, 20mg is quantitatively
and qualitatively the same as the current wildberry mint formulation. It differs from the wildberry mint
flavored formulation in color The cool mint flavored
formulation will be included in the same NDA.

Omeprazole cool mint Delayed Release Tablets, 20mg is identical, except for a color and flavor
change, to the product which its bioavailability has been measured, and both products meet
appropriate in vitro tests approved by the FDA.

The firm states in the cover letter that the proposed formulation of the Cool Mint flavored Omeprazole
Delayed Released Tablets is therapeutically equivalent to the current approved Omeprazole Delayed
Release Tablets, 20mg, however, the biowaiver request is not submitted.

The following are provided:
1. Draftlabels for the proposed cool mint (Section 1.14.1)
2. Complete Module 3 for drug product

QAL: Joyce Crich Date: 06/09/2021

Assigned Reviewer: Ping Jiang-Baucom RBPM: Laya Keyvan

IRefer to the MOU between OLDP and ONDP for scenarios that require Biopharm consult.
2Notify Andre Raw and copy DD & BC and request for a Biopharm reviewer.
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