Form Approved: OMB No. 0910-0001, Expiration Date: December 31, 2017; see PRA Statement on last page.
1. Date Submitted 3. NDA/ANDA/AADA or BLA/PMA

: : 2022
06/16/2015 Type: NDA Number: 202236
[ single product  [] Multiple products
For multiple products, submit completed form and
specimen of advertising/promotional materials to
one application of choice, and attach separate

sheet addressing items 3-5 for remainder of
products. Refer to No. 3 on instruction sheet.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
TRANSMITTAL OF ADVERTISEMENTS
AND PROMOTIONAL LABELING FOR
DRUGS AND BIOLOGICS
FOR HUMAN USE

NOTE: Form FDA 2253 is required by law. Reports are required for approved NDAs and ANDAs (21 CFR 314.81).

4. Proprietary Name 5. Established Name
azelastine hydrochloride and fluticasone propionate
DYMISTA

2. Label Review Number
(Biologics)

Product Code No.:

7. Manufacturer Name
MEDA Pharmaceuticals Inc.

6. Package Insert Date and ID Number
(Latest final printed labeling)

IN-023A6-05 02/2015 License No. (Biologics):

Advertisement / Promotional Labeling Materials
[[] consumer

8.

a. Please check only one:

X Professional

Material Type Dissemination/
(use FDA codes) Publication Material ID Code Material Description
Date
b. C. d. e.

Sales Aid 07/06/2015 US/DYM/0415/0054 2015 Fall CVA Diaist
Row

Sales Aid 07/06/2015 US/DYM/0415/0054a(1) |2015 Fall CVA New Indication Violator Delete
Row

To delete a row, click the “Delete Row" button for that row (or press the enter key Add New R
if you've tabbed into the button). You cannot delete the last remaining row. bl
f. Comments

NOTE: US/DYM/0415/0054a(1), 2015 Fall CVA New Indication Violator to be used for 6 months only.

COPY

10. Responsible Official's (or Agent's)
a. Telephone Number (Include area code)

9. Applicant's (or Agent's) Return Address
Address 1 (Street address, P.0O. box, company name c/o)

Meda Pharmaceuticals Inc.

732-564-2284
b. FAX Number (/nclude area code)

732-564-2377

Address 2 (Apartment, suite, unit, building, floor, etc.)
265 Davidson Avenue

City State/Province/Region
Somerset New Jersey c. Email Address

Country ZIP or Postal Code lorna-jane.bremer@meda.us
USA 08873-4120
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11. Typed Name and Title of Responsible Official or Ageni 12. Signature of Responsible Official or Agent 1 13. Date

Lorna-Jane Bremer, Senior Director Regulatory i 5
Affairs e M{\’H 06/16/2015
o 7 _—

14. For CBER Products Only (Check one)
[] Dratt (] Final

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 2 hours per response, including
the time to review instructions, search existing data sources, gather and maintain the data needed and
complete and review the collection of information. Send comments regarding this burden estimate or any
other aspect of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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| DYMISTA

(azelastine hydrochloride and
ﬂuacasone propionate) Nasal Spray
137meg/50 mcgperSD(a)

LEN MISERY DEFLECTED

DON'T LET
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OF YOUR
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* Ep IS ul tio pe: tion, iImpaired wound heal albicans infection

Please see additional Important Safety Information throughout and Full Prescribing Information
in pocket.
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2 pivotal clinical studies of total nasal symptom scores showed

RAPID RELIEF

BECAUSE PATIENTS HAVE WAITED LONG ENOUGH

Onset of nasal
symptom relief
as fast as

minutes
vs placebo (P<.05)

7 -\
Onset was defined as the first timepoint at
which Dymista was significantly superior to
placebo in the mean change from baseline

in iTNSS and was sustained thereafter
in patients >12'

85% of patients identified rapid relief of symptoms as e of the mos

ot allergic rhunitis treatment

fing d the 4 individual nasal symptoms (rhinorhea, congestion, sneezing. and ltching) on a 0 1o 3 categorical

:ulated as the sum of the patiant
sent. 1=mild, 2=moderate

Important Safety Information continued

» Glaucoma or posterior subcapsular cataracts: Monitor patients closely with a change in vision or with

| a history of increased intraccular pressure, glaucoma, and/or cataracts

* Patential worsening of existing tuberculosis; fungal, bacterial, viral, or parasitic infections; or ocular herpes
simplex. More serious or even fatal course of chickenpox or measles in susceptible patients. Use caution in
patients with the above because of the potential for worsening of these infections

* Hypercorticism and adrenal suppression with very high dosages or at the regular dosage in susceptible
individuals. If such changes occur, discontinue DYMISTA slowly

Please see additional Important Safety Information throughout
and Full Prescribing Information in pocket.

DYMISTA.COM
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. DYMISTA

(azelastine hydrochloride and
fluticasone propionate) Nasal Spray
137mcg/50 mag per Spray

POLLEN MISERY DEFLECTED

SUPERIOR EFFICACY

VS AZELASTINE HCL OR
FLUTICASONE PROPIONATE COMPARATORS

Dymista demonstrated significantly greater improvement in reflective total nasal
symptom relief in patients >12'+#

MAGNITUDE OF NASAL SYMPTOM RELIEF

wveragea over the jay study period ¢ HF ar
& th Dvmista relativet ¢

0,
67
M.:vr«-:‘:ﬁ :~';;r<T

ANCE represer the (mig AT IR rTNS
proplonate comparator Theazelastme HCl and

flutlcasone propionate comparators were dehvered via the same dewce and vehicle as Dymista and

—

are not commercially available,'*
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Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




