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NDA 208798/S-016 dated May 25, 2023: 55 mcqg
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CONTENTS: Each metered dose cetains
| 55 meg of flutiasene prapienate and lactese.
| Recommended Dosage: See prestribing
| intormation.
IMPORTANT SAFETY INFORMATION
° « Danatincrease the preszrbed dose or
—~—aee | discontinue abruatly. While taking AtmonA¥®
aam T T W % % | Dighaiers, other nalec mediines shoud be
SSNSSNRw e s used orly as prescrbed by your physican.
g~ | NEVER WASH OR PUT ANY PART OF YOUR
X INHALER IN WATER.
I Store inhajer at controlied room
| temperatwre between 15°C and 25°C
| (59°F and 77°F).
| Avolc expasure to extreme neat, cold or
humidity.
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the foll posich or after the expiration date |
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55 mcg

| o the product, whichever comes first.

1" For informtion on your Dighale and a3 see
| s of the carton €41 1-877-410.01 (3444)
| et g

Mant

actured for:
| Tewa Prarmaceuticals
| Parsippany, N 07054
| MNUFACTURED IN RELAND
| 202¢ Tea Respiratary, LLC

|
For California Only: This precict Lses
| patteries centaining Perchiorate
| Material - special handing may 5330y, See
wWwwdtsc gov/hazardouswaste/perchiorate.
| (22 (TR 57384 4}

60 metered inhalations

0.9 g net contents

Refer to enclosed Patient

Leaflet and Instructions for

Use for detailed information .
on product use and handiing. &
60 metered inhalations

0.9 g net contents

Refer to enclosed Patient

Leaflet and Instructions for

Use for detailed information

on product use and handling.
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Get to know your ArmonAir*
Digihaler® dry powder inhaler.

The green cap on your inhaler
Is used 1o load a dose. Every
time the green cap is opened
and it clicks, one dose is

ready to be inhaled.

Read the full Instructions
for Use before you start.

Important:
Always clese the green cap
to re-load your next dase.

Open the green cap
fully until you Teel
and hear a click.

Breathe in quickly
and deeply 10 release
medication and hold
your breath for

about 10 seconds.

Close the green cap
ta re-load your
next dose.

See more info below

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

Scan QR code for each new
Digihaler to 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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NDA 208798/S-016 dated May 25, 2023: 113 mcq

Non Varnish Area For
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ArmonAir
digihaler' 113 mcg

(fluticasone propionate
113 mcg) Inhalation Powder

Hrmonlﬁ’
digihaler’ 113mg

(fluticasone propionate
113 mcg) Inhalation Powder

359310200069
0-200

(CONTENTS: Each metered dose contains

113 mcg of fluticasone prepionate and lactose.
Recommended Dosage: See prescriding
information.

IMPORTANT SAFETY INFORMATION
Do not increase the prescribed dose or
discontinue abruptly. Wihile teking Armonair®
Digihaler®, other innaled medicines should be
used only as prescribed by your physician.

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

information

on product use and handling.

IMPORTANT

Discard inhaler when the dose counter
displays 0, 30 days after removal from
the foll pouch or after the expiration date
on the product, whichever comes first.
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60 metered inhalations
0.9 g net contents

Use for detailed information
on product use and handling.
60 metered inhalations
0.9 g net contents

Refer to enclos:

Leaflet and
Leaflet and Instructions for

Refer to enclosed Patient

inside of the carton, call 1-877-410-01GI (3444),
or go to www.digiheler.com.

Manufactured for:
Teva Pharmaceuticals
Parsippany, N| 07054

MANUFACTURED IN IRELAND
202#% Teva Respiratory, LLC
FCC ID: 24)VSPDROC0040L
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For California Only: This preduct uses
batteries containing Perchlorate

Material - special handling may apoly. See
wwwdisc ca govihazardouswaste/perchlorate
22 CCR 67384 4(2)]

Scan the QR code on
top of your inhaler

< 10 download 1

109 of your inhaler
to download the
Diginaler app
Digihaler app.
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113 mcg) Inhalation Powder
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(fluticasone propionate

digihaler'113 mcg

ArmonAir Digihaler does not need to be connected
(fluticasone propionate

113 mcg) Inhalation Powder
‘to the app in order for you to take your medicine.

113 mcg) Inhalation Powder
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NDA 208798/S-016 dated May 25, 2023: 232 mcq

Non Varnish Area For
Serialization Coding Area

= NDC 59310-311-06
ArmonAir
digihaler’ 232 mcg

[futicasane progianate
R 232 mcg) Inbalaticn Pow

)
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ArmonAir i
digihaler: 232mg

(fluticasone propionate
232 meg) Inhalation Powder

(1

GTIN 0025851051

COMTENTS: Each metesed dose cortains
232 meg of fiticasane propionate and lactase

Recommended Dosage: See prescriang
information.

IMPORTANT SAFETY INFORMATION
Danatincrease the preszibed dose or
discontinue abiuatly. While taking AmonAis®
Dighalers, sther rhzles medxines sheud be
used arly as prestried by your physician

NEVER WASH DR PUT ANY PART DF YOUR
INHALER IN WATER.
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(58°F and 77°F).

Avolt expasure 1o extreme neat, cold o I
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displays 0, 10 days abter removal fram
the fell peuch or atter the expiration date
on the product, whicheer comes first.

For infarmation a0 your Dighsler and a5, see the
Insidie of the carion, cal 1-877-A10-DIGI (3434},
o 0 T2 wwiw, 2 Einaler com
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0.9 g net contents
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an product use and handling.
0.9 g net contents
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Leaflet and Instructions for
Use for detailed information
Refer to enclosed Patient

Leaflet and Instructions for

Teua Pharmace.ticals
Parsippany N 07054

MANUFACTURED (N IRELAND

202¢ Tewa Resplsatany, (UL

FIC 1D 24V5PDROD004L

For Califarnia Dnly: This precuct uses
batteries tentaining Parchlorate

Material - special handing may oo, See

Wi discca gavihazerouswaste/perdiorate
(22 CCR 57384 44all
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| Scan the QR codean
ArmonAir

digihaler' 232 mcg

fluticasone propionate

232 mcg) Inhalation Powder

NDC 59310-311-06
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digihaler-232 mcg

(fluticasone propionate

{fluticasone propionate

232 mcg) Inhalation Powder
Armendis Digihaler does net need 1o be connected
o the app in arder far yau ta tacs your madicing.
232 mcg) Inhalation Powder
Armanhir Digihaber dees nal need 1o be connetied
Te the 3pp In erder for you to take your medicine,

ArmonAir

NDC 59310-311-06
Rx Only
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Get to know your ArmonRir* Open Inhale Close
Digihaler* dry powder inhaler.

The green cap on your inhaler »
is used 1o load a dose, Every =
time the green cap is opened

and it clicks, one dose is " ‘\
ready to be inhaled.

Read the full Instructions
for Use before you start.

Breathe in quickly

Impartant: Open the green cap and deeply o release Close the green cap
Always close the green cap fully until you feel medication and hold to re-load your
to re-load your next dese. and hear a click. your breath for next dose

about 10 seconds.

See more info below

Abuilt-in electronic module records and stores information about your inhaler events that you can view in the app.
Armonfir Digihaler daes not need to be connected o the app n order for you 1o take your medicine

Scan QR code for each new Use the app to view and share
Digihaler to s=e your inhaler events your Digihaler event data.

. - 1
|
|
|
|
I
|
|
I
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
=

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