NDA 208799/S-026
Page 3

NDA 208799/S-26 dated May 24, 2023: 55 mcg/14 mcq

Non Vamish Area For
Serialization Coding Area

|
I
|
|
|
! = NDC 56310-111-06
I RirDuo’
I digihaler: 5514
‘\X | (fluticasone propionate 55 meg and
~ meg) Inhalation Powder

i —S
o $
| D o |
b0 RirDuo s -
.
: digihaler-ss ' .
i ' _—
| (fluticasone propionate 55 mcg | B
N and salmeterol 14 mcg) Lls £ = =
! Inhalation Powder ! P
| | Ei———
| | = —
" £ e—
| CONTENTS: Cach metered dose contens | H———R'\
55 mag of futicasone proplanate and 14 mcg —
| of salmetesel base, equvalent 1o 203 meg of | —
saimeterol xinafote, wih lactase.
| I =n
Usual Dosage: See package insert for full
| escibing nfeematon. |
I | IMPORTANT SAFETY INFORMATION |
I Do ot ncrease the prescrided dose o | |
| | dscontinue acxuptly. while taking Auo® | |
Digihaie=®, othe nhaled mecicines shoukd Se
| : wsed anly as prescribed by yeur onysidan | |
| | NEVER WASH OR PUT ANY PART OF | | $o
— | YOUR INHALER IN WATER. | | 3 5
f—t 8
— | “ e | Stoce iter ot controted oom temperature. | “w S | 2 § {4
— | § n £ | Between 15°Cand 25°C (59°F ard 77°F) | s 55 & | s g-’a
S— 4 H i o .
— | < 325288 S S R | 83 )
— -] 28 EE33 sbisioid ] 28 EE83 s
— | Et 3 £ | EE g3E¢ | g
— i ? H S ZE2y | | 3 g 5%%g | 3
B 23EZ | @ ® ¥oE2 3
I = g5 2583 | ot pouchs I g0 2588 !
| Ew 228 the product, whichever comes first | Ew 388 |
| n 8% 288¢ 1; tor oot ¢ LN e% £55:2 |
c 23 ‘o0 60 your Oginaser and 3pp, | we 2355
see the inside of the carton, call
|
| - | 187410061 3444) o go e !
| -« X www digihales.com | <t &a [}
- g [N —
= Honutactured for: E I
! w § | Tev2Phamaceutials USA Inc g A [Ta) £
| A in I.ﬂnw'/‘Mﬁlml | o g ! -
| e LT i MANUSACTURED I IRELAND | e & H =
o s
| — T b | 2028 Ten Respiatony. e | - BF A ]
R
| Q .gv 5 25 | sec 0 2ansporooasor | ()] 4%? @ 22 Iia sy
& 8
| © W s, 'g fa | ¢ar caltarnia oiy: hs roduct uses | w — o T E: e o -g:g
Q (@] M 579 FE | butteres contanirg Pechlarate < O ss = i2 123 omEs
| = o tei |- (=3 2
L] PR 55 | Mateial-spedalhanding may aply See o] o B §. 3 S8k
=] S0 e 32 | mwescogoimarsswisiepetione | o - ) 323 £ st
n [T el n v c z OhiES
S — o5 | R2CR673844()) Y —c%sg 3 8 it
g D OnhgsE H 12 O TngES N
18z (g._gﬁﬂ g ! 182 (\_._4232 £ 12T U ERE
Corr P € 5@
o 4 s = Ry
s (O s=2 H g O 5:E i |
Iz.’g‘ (@ ot EscE ez | Rev. #512028 [%: (a EsE E
|
1

13pMod uoneeyu|
(85w T |o12)3WeS pUR
3w g6 areuordoid auosednny)

yss .Ja|eylbip
ongJiy

=
| 90-TTT-0TEES JON

OPEN HERE

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



NDA 208799/S-026

—

Page 4

Get to know your AirDuo®

Digihaler* dry powder inhaler,

The yellow cap on your inhaler
Is used to load a dose, Every
time the yeliow cap is opened
and it clicks, one dose is

ready to be inhaled.

Read the full Instructions
for Use before you start.

Impaortant:
Always close the yellow cap
o re-load your next dose.

Open Inhale Close
%
Breathe in quickly
Open the yellow cap and deeply 1o release Close the yellow cap
fuilly until you feel medication and hold 1o re-load your
and hear a click. yaur breath for next dose.
about 10 sevonds.

See more info below w

A built-in electronic module recceds and stores information about your inhaler events that you can view in the app.
AirDuo Digihaler does not need to be connected to the app in order for you 10 take your medicine.

Scan QR code for each new
Diginaler to see your inhaler events.

Use the app to view and share
your Digihaler event data.

For information en your Digihaler and app, call 1-877-410-01G1 {3444) of g0 1o wiww.digihaler com.

U.S. Food & Drug Administration

Silver Spring, MD 20993

www.fda.gov
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Get to know your AirDug® Open Inhale Close
Digihaler* dry powder inhaler.

The yellow cap on your inhaler
is used to load a dose. Every

; .
. p ‘oK
time the yellow cap is opened
and it clicks, one dose is "‘ x
ready to be inhaled.

Read the full Instructions
for Use before you start,

Breathe in quickly
Important: Open the yellow cap and deeply to release Close the yellow cap
Always close the yellow cap Tully until you feel medication and hold to re-load your
to re-load your next dose. and hear a click. your breath for next dose.

about 10 seconds.

See more info below

A built-in electranic module records and stores information about your inhaler events that you can view in the app.
AirDuo Digihaler does not need to be connected ta the app in order for you te take your medicine,

Scan QR code for each new 3
Digihaler ta see your inhaler events.

Use the app to view and share
your Digihaler event data.

U.S. Food & Drug Administration

Silver Spring, MD 20993
www.fda.gov
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CONTENTS: Each metered dose contains
232 meg of fluticasone propionate and 14 mcg
of salmeterol base, equivalent to 20.3 meg of
salmeterol xinafoate, with lactase.

59310-136-06
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Usual Dasage: See package insert for full
presciding information

IMPORTANT SAFETY INFORMATION

rd

Donot increase the prescribed dose or
discontinue abruptly. While taking AirDua®
Digialer®, other inhaled medicines shouid be
used only as prescribed by your physician.

NEVER WASH OR PUT ANY PART OF
YOUR INHALER IN WATER.

Store inhaler at controlled room temperature
between 15°C and 25°C (59°F and 77°F)

Avoid exposure to extreme heat, cold,
or humidity

dowinloading the 2pp.
OPEN HERE

MPORTAN

See inside for more information
on your AirDuo Digihaler and

on product use and handling
on product use and handling.

0.45 g net contents
Refer to enclosed Patient
Leaflet and Instructions for
0.45 g net contents
Refer to enclosed Pati
Leaflet and Instructions for
Use for detailed information
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(fluticasone propionate 232 MCg 60 metered inhalations

1-877-410.01G1 (3444), or g0 t0
worw digihaler.com,

Manufactured for:
Teva Pharmaceuticals USA, Inc,

Parsippany, N 07054

MANUFACTURED IN IRELAND

©2024 Teva Respiratory, LLC

FCC 1D: 2ANSPDRO000401

For Califoria Only: This product uses
batteries containing Perchiorate

Materlal - special handiing may apply. See
weiw.dtsc.ca.govihazardouswaste/perchiarate
22 CCR 67384.4(a))
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and salmeterol 14 mcg)
Inhalation Powder
AirDuo Digihaler does not need 1o be connected
10 the app in order for you to take your medicine.
and salmeterol 14 mcg)
Inhalation Powder
AAirDuo Digihaler does not need to be connected
o the app In order for you to take your medicine.
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