NICOTINE TRANSDERMAL SYSTEM- nicotine transdermal system patch
Ingenus Pharmaceuticals, LLC

Nicotine Transdermal System

Drug Facts

Active ingredient (in each patch)

Nicotine, 21 mg delivered over 24 hours

Active ingredient (in each patch)

Nicotine, 14 mg delivered over 24 hours

Active ingredient (in each patch)

Nicotine, 7 mg delivered over 24 hours

Purpose

Stop smoking aid

Use

reduces withdrawal symptoms, including nicotine craving, associated with quitting
smoking.

Warnings

If you are pregnant or breast feeding, only use this medicine on the advice
of your health care provider. Smoking can seriously harm your child. Try to stop
smoking without using any nicotine replacement medicine. This medicine is believed to be
safer than smoking. However, the risks to your child from this medicine are not fully
known.

Ask a doctor before use if you have

heart disease, recent heart attack, or irregular heartbeat. Nicotine can increase your

heart rate.

high blood pressure not controlled with medication. Nicotine can increase your blood

pressure.

an allergy to adhesive tape or have skin problems, because you are more likely to get
rashes.

stomach ulcer or diabetes

history of seizures



Ask a doctor or pharmacist before use if you are

e using a non-nicotine stop smoking drug

e taking a prescription medicine for depression or asthma. Your prescription dose may
need to be adjusted.

When using this product
e if you have vivid dreams or other sleep disturbances, remove the patch at bedtime

Stop use and ask a doctor if

e skin redness caused by the patch does not go away after four days, or if your skin
swells, or you get a rash

e irregular heartbeat or palpitations occur

e you get symptoms of nicotine overdose, such as nausea, vomiting, dizziness,
weakness, and rapid heartbeat

e you have symptoms of an allergic reaction (such as difficulty breathing or rash)

Keep out of reach of children and pets.

Used patches have enough nicotine to poison children and pets. If swallowed, get
medical help or contact a Poison Control Center 1-800-222-1222 right away. Save pouch
to use for patch disposal. Dispose of the used patches by folding sticky ends together
and putting in pouch.

Directions

e If you are under 18 years of age, ask a doctor before use

e before using this product, read the enclosed self-help guide for complete directions
and other information

e begin using the patch on your quit day

e if you smoke more than 10 cigarettes per day, use the following schedule below:

Weeks 1 thru 4 Weeks 5 and 6 Weeks 7 and 8
STEP 1 STEP 2 STEP 3
use one 21 mg patch/day use one 14 mg patch/day use one 7 mg patch/day

e if you smoke 10 or less cigarettes per day, start with Step 2for 6 weeks, then
Step 3for 2 weeks

e apply one new patch every 24 hours on skin that is dry, clean, and hairless

e remove backing from patch and immediately press onto skin. Hold for 10 seconds.

e wash hands after applying or removing patch. Save pouch to use for patch disposal.
Dispose of the used patches by folding sticky ends together and putting in pouch.

e the used patch should be removed and a new one applied to a different skin site at
the same time each day

e if you have vivid dreams, you may remove the patch at bedtime and apply a new one
in the morning

e do not wear more than one patch at a time

e do not cut patch in half or into smaller pieces

e do not leave patch on for more than 24 hours because it may irritate your skin and



loses strength after 24 hours

e it is important to complete treatment. If you feel you need to use the patch for a
longer period to keep from smoking, talk to your health care provider.

Other information
store at 20°C-25°C (68°F-77°F)

Inactive ingredients

acrylate adhesive, polyester, silicone adhesive

Questions or comments?
1-877-748-1970

TO INCREASE YOUR SUCCESS IN QUITTING:
1. You must be motivated to quit.

2. Use one patch daily according to directions.

3. It is important to complete treatment.

4. If you feel you need to use the patch for a longer period to keep from smoking, talk
to your health care provider.

5. Use patch with a behavioral support program, such as the one described in the
enclosed booklet.

e Not for sale to persons under 18 years of age.

e Proof of age required.

e Not for sale in vending machines or from any source where proof of age cannot be
verified.

AVEVA
A DifGen Company

Manufactured for:
Ingenus Pharmaceuticals, LLC
Orlando, FL 32811-7193

For your family's protection, patches are supplied in child-resistant pouches.
Do not use if individual pouch is open or torn.
See self-help guide inside.

See bottom panel for lot number and expiration date.



*This product is not manufactured or distributed by Dr. Reddy's Laboratories Ltd.,
distributor of Habitrol ®.

PRINCIPAL DISPLAY PANEL - STEP ONE 21 mg CARTON
ingenus

NDC 50742-670-07

*COMPARE TO THE ACTIVE INGREDIENT IN HABITROL ®x
Clear

Nicotine

Transdermal System Patch

21 mg

21 mg delivered over 24 hours

STOP SMOKING AID

Includes Behavior Support Program with Self-Help Guide
STEP ONE

If you smoke MOREthan 10 cigarettes per day: Start with Step 1
If you smoke 10 or LESScigarettes per day: Start with Step 2

7 PATCHES

*Habitrol ®is a registered trademark of Dr. Reddy's Laboratories Ltd.
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B stomach ulcer or disbetes 21 mg delivered over 24 hours
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NDC 50742-670-07
Clear
Nicotine

Transdermal System
Patch

21 mg delivered over 24 hours

STOP SMOKING AID
STEP ONE

= Not for sale to persons under
18 years of age.

« Proof of age required.

« Not for sale in vending machines
or from any source where proof
of age cannot be verified.

AVEVAL

ADitGen Company

Manufactured for:
Ingenus Pharmaceuticals, LLC
Orlando, FL 32811-7193
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PRINCIPAL DISPLAY PANEL - STEP TWO 14 mg CARTON
ingenus

NDC 50742-669-07

*COMPARE TO THE ACTIVE INGREDIENT IN HABITROL ®*
Clear

Nicotine

Transdermal System Patch

14 mg

14 mg delivered over 24 hours

STOP SMOKING AID

Includes Behavior Support Program with Self-Help Guide
STEP TWO

If you smoke MOREthan 10 cigarettes per day: Use after completing Step 1.

If you smoke 10 or LESScigarettes per day: Start with Step 2.
7 PATCHES



*Habitrol ®is a registered trademark of Dr. Reddy's Laboratories Ltd.
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Drug Facls

Active ingredient (in each paich) Purpose

Nicatine, 14 mg delivered over 24 hours Stop smoking aid

USe reduces withdrawal symptoms, including nicofine craving, associated with quitiing smoking.

Warnings 1 Twading, only 150
moking Can ociausy AT your hid. Ty 0 siop $moking Wihou! eingany niectn repacement medicie. Ths
‘medicine is believed to be safer than smoking. However, the risks to your child from this medicine are not fully knawn.

sk a doctor before usa If you have
veart dicease, recent heart attack, of irregular heartheat. Nicotine can inerease your heart rate.

9h blood pressure not contralied with medication. Nicotine can increase your biood pressure.

allergy fo adhesive tape or have skin problems, because you are more likely to get rashes.

omach ulcer or diabetes

B history of seizures

sk a doclor or pharmacist before uss if you are
' using a non-nicotine stop smoking drug
' taking a preseription medicine for depression or asthma. Your prescription dose may need to be agjusted.

When using this product m if you have vivid dreams or other sleep disturbances, remove the patch at bedtime

Stop use and ask a doctor I
in redness caused by the patch does not go away afte four days, of ffyour skin swels, or you get a rash
reqular hearibeat or palpitations occur

u get symptoms of nicotine overdose, such as nausea, vomiting, dizziness, weakness, and rapid heartbeat
' you have symptoms of an allergic reaction (such as difficulty breathing or rash)

NDC50742-669-07
Clear

Nicotine

Transdermal System
Patch

14 my delivered over 24 hours

STOP SMOKING AID
STEP TWO

Koop ou and pets. U h icaine t poison chiden nd et fsuallured, ot
i hs\p SiEmida R Conlel Genter 1-600 2221222 g away Sovepoueh f ue ot ptch iposa
used paiches by folding sticky ends together and putfing in pouch.

jou are under 18 years of age, aska doelor belore use m before using ths product read the
p guide for complete directions and other information W begin using the pateh on your quit day B if you
ot mire tha 0 cigarotles per day. use the following schedule below

it you smoke 10 of less lgareties por day, start with Siep 2 for © week, then Stap 3 or 2 weeks m apply one new patch

‘every 24 hours on skin that iy, cean, and airiess W from patch and Hold for
10 seconde m applying or removing patch. e dposa, Disoss o th st puzhes
be remaved

skin stz althe same ime each cay
moming® do ol wear moe tan one pch atafne mdo ot ct palchin haf o info smaler ieces  do e
for more than 24 hours because it may iitate your skin and loses sirengih after 24 hours M it i3 importar

ety e Yo e b e Pt 31 Do 10 e 1 aOun, ik 1o Yot el e provc

For your family's protection,
patches are supplied in
child-resistant pouches.

Do not use if individual pouch

is open or tom

Other information m store at 20°C-25°C (68°F-77°F)
| e =

Inactive i

jate adhesive, polyester, o

(Questions or comments? 1-877-745-1670
et

See self-help
guide inside.

See bottom panel for
lot number and
expiration date.

*This product s not manufactured or
distributed by Dr. Recky's Laboratories
Ltd., distributor of Habitrof?.

1004730 66307 v/04-1028

NDC 50742-669-07

Clear

Nicotine

Transdermal System Patch

14 mg delivered over 24 hours

STOP SMOKING AID

Includes Behavior Support Program
with Self-Help Guide

STEP TWO

1f you smoke MORE than 10 cigarettes per day: Use after completing Step 1.
If you smoke 10 or LESS cigarettes per day: Start with Step 2

“Habitrol®is 2
ragisterad tradsmark of
Dr. Reddy's Laboratories Ltd.

7 PATCHES

NDG 50742-669-07
Clear

Nicotine

Transdermal System
Patch

14 mg delivered over 24 hours

STOP SMOKING AID
STEP TWO

* Not for sale to persons under
18 years of age.

« Proof of age required.

* Not for sale in vending machines
or from any source where proof
of age cannot be verified.

AVEVAL

ADiGen Company

Manufactured for:
Ingenus Pharmaceuticals, LLC
Orlando, FL 32811-7193

| — —J
3850742 166907 ' '3

PRINCIPAL DISPLAY PANEL - STEP THREE 7 mg CARTON
ingenus

NDC 50742-668-07
*COMPARE TO THE ACTIVE INGREDIENT IN HABITROL ®x

Clear

Nicotine

Transdermal System Patch

7 mg

7 mg delivered over 24 hours
STOP SMOKING AID

Includes Behavior Support Program with Self-Help Guide
STEP THREE
For use after completing Step 2
7 PATCHES




*Habitrol ®is a registered trademark of Dr. Reddy's Laboratories Ltd.
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Drug Facls

Active ingredient (in each patch) Purpose

noc 50742-668-07

ingen

NDe 50742-668-07

Nicatine, 7 ma deivereouer 23 hours Stop smoking sia Clear Clear

= = NDG 50742-668-07 = =
USE reduces withdrawal symptoms, including nicotine craving, assosiated with quiting smoking NI cotlne NI cotl ne
Warnings or only use of your
‘Smoking £an seriously hanm your chid. Try to stop smoking without using any nicotine reptacement medicine. This Transdermal System c ’ ear Transdermal System
medicine is beleved to be safer than smoking. However, the rsks 1o your chid from this medicine are nat fully known.

Aska doclor before use if you have

case, recent heart aitack, or irregular heartbeat. Nicotine can increase your heart rate
' high blood pressure not controlied with medication. Nicotine can increase your blood pressure.
1 an allergy to adhesive tape or have skin problems, because you are more likely fo get rashes.
 ctomach ulcer tec

Patch

7mg delivered over 24 hours

STOP SMOKING AID

Nicotine

Patch

7 mg delivered over 24 hours

STOP SMOKING AID

Transdermal System Patch

7 myg delivered over 24 hours

STOP SMOKING AID

Includes Behavior Support Program
with Self-Help Guide

rmactst befors use if you are
B using 2 non-nicofine stop smaking drug

B taking a preseription medicine for depression or asthma. Your prescription dose may need to be adjusted
Whon using this product m f you have vivia dreams or other sieep disturbances, remave the patch at bedtime
Stop use and ask a doclor if
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* Not for sale to persons under
18 years of age.

* Proof of age required.

* Not for sale in vending machines
or from any source where proof
of age cannot be verified.

AVEVAL

A DifGen Company

For your family’s protection,
paiches are supplied in
child-resistant pouches.

B you have symptoms of an allergie reaction (such as difficulty breathing or rash)
Keap out of reach of children and pols. Used patches have enough nicotine to poison children and pets
dical help or contact a Poison Gontral Genter 1-800-222-1222 right away. Save pouch fo use for patch

e of the used patches ether and putting in pouch.

folding sticky er

Do not use if individual pouch
is open or tom

Dirgctions m i you are under 18 years of age, aska doclor before use m before using this product, read the
uide for other usi

ip ing the patch on your quit day M if you
‘smoke mora than 10 cigarettes per day, use the folowing schedule beion:

See self-help
guide inside.

i you smoke 10 or less cigarst
every 24 skin thatis dry, clean, and hairiess  remove.
h hands after appiying of removing paich. Save pouch to use for patch dispos

[

per day, start with Step 2 for 6 wesks, then Step 3 for 2 weeks m appiy one new paich
king from patch and immez onto ski

nto skin. Hold for

See hottom panel for

by i . iterent lot number and —

‘skin site at the same fime: each day W if you have vivid dreams, you may remove the patch at bedtime and apply a new one in the i i lanufactured for:

e e e expiration date. STEP THREE e P AL
itate after 24 he lete "

o7 MOTe han 24 hoursbeeause f may 1t your S an ose Sengih e 24 hours 1 3 important 1 comp
Sreatment. 1 you ] you e 10 e 1 path 0 2 onger perod 10 ke o smaking, k0 you helt care provce. “This product s not manufactured o For use after completing Step 2 Oriando, FL 32811-7193
distributed by Dr. Reddy's Laboratories

Ltd,, distributor of Habitrof®.

10 seconds.

Other information m store at 20°C-25°C (85°F-77°F)
e, =

“Habitrol® is a
ragistered trademark of
Dr. Reddy's Laboratories Ltd.

silicone adhesive

Inactive ingredients acryiate adnesive, poiyester,
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NICOTINE TRANSDERMAL SYSTEM

nicotine transdermal system patch

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:50742-670

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name
NICOTINE (UNIl: 6M3C89ZY6R) (NICOTINE - UNI:6M3C89ZY6R)

Basis of Strength
NICOTINE

Strength
21 mg in24h

Inactive Ingredients

Ingredient Name
DIMETHICONE (UNII: 92RU3N3Y10)

Strength

Packaging



# Iem Code Package Description

1 (DC:50742:670 7 i 1 carTON

1 24 h in 1 POUCH; Type 0: Not a Combination
Product

2 )IDC:30742:670- 14 i 1 caARTON

2 24 h in 1 POUCH; Type 0: Not a Combination
Product

3 [DC0742:670- 95 in 1 carTON

3 24 h in 1 POUCH; Type 0: Not a Combination

Product

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

ANDA ANDA074612

NICOTINE TRANSDERMAL SYSTEM

nicotine transdermal system patch

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name
NICOTINE (UNIl: 6M3C89ZY6R) (NICOTINE - UNI:6M3C89ZY6R)

Inactive Ingredients

Ingredient Name
DIMETHICONE (UNII: 92RU3N3Y10)

Packaging

# Item Code Package Description
NDC:50742-669-

107

7 in 1 CARTON
24 h in 1 POUCH; Type 0: Not a Combination
Product

NDC:50742-669-
14

- 24 h in 1 POUCH; Type 0: Not a Combination

2 14 in 1 CARTON

Item Code (Source)

Marketing Start
Date

Marketing End
Date

05/19/2026

05/19/2026

05/19/2026

Marketing Start
Date

05/19/2026

Marketing End
Date

NDC:50742-669

Basis of Strength Strength
NICOTINE 14 mg in 24 h
Strength

Marketing Start
Date

Marketing End
Date

05/19/2026

05/19/2026



Product

NDC:50742-669-

28 28 in 1 CARTON

3

24 h in 1 POUCH; Type 0: Not a Combination

e Product

Marketing Information

05/19/2026

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDAO074612 05/19/2026
NICOTINE TRANSDERMAL SYSTEM
nicotine transdermal system patch
Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name
NICOTINE (UNII: 6M3C89ZY6R) (NICOTINE - UNII:6M3C89Z Y6R)

Inactive Ingredients

Ingredient Name
DIMETHICONE (UNII: 92RU3N3Y10)

Packaging

# Item Code Package Description

1 (’;'7DC:5°742'668‘ 7 in 1 CARTON

1 24 h in 1 POUCH; Type 0: Not a Combination
Product

2 \DC:50742-668- 14 1 caRTON

2 24 h in 1 POUCH; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDAQ074612

Marketing End
Date

NDC:50742-668

Basis of Strength Strength

NICOTINE

Marketing Start
Date

05/19/2026

05/19/2026

Marketing Start
Date

05/19/2026

7 mg in24 h

Strength

Marketing End
Date

Marketing End
Date
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Revised: 5/2026 Ingenus Pharmaceuticals, LLC
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