NICOTINE TRANSDERMAL SYSTEM- nicotine transdermal system patch,
extended release
BluePoint Laboratories

Nicotine Transdermal System - nicotine patch, extended release

Drug Fact

Active ingredient (in each patch)
Step 1 - Nicotine, 21 mg delivered over 24 hours
Step 2 - Nicotine, 14 mg delivered over 24 hours

Step 3 - 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

e 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.

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

e stomach ulcer or diabetes

e 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

if you have vivid dreams or other sleep disturbances remove this patch at bedtime

Stop use and ask a doctor if

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

irregular heartbeat or palpitations occur

you 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)

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 right away. Save pouch to use for patch
disposal. Dispose of the used patches by folding sticky ends together and putting in
pouch.

Directions

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

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

begin using the patch on your quit day

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

Weeks 1 thru4 Weeks 5and 6 Weeks 7 and 8

Step 1 Step 2 Step 3
Useone21 mg Useoneld mg Useone7 mg
patch/day patch/day patch/day

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

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

remove backing from patch and immediately press onto skin. Hold for 10 seconds.
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.
the used patch should be removed and a new one applied to a different skin site at
the same time each day

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

do not wear more than one patch at a time

do not cut patch in half or into smaller pieces

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

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
storeat20°C-25°C(68°F-77 °F)

Inactive ingredients

acrylate adhesive, polyester, silicone adhesive

Comments or Questions?
1-844-562-7963

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.

PRINCIPAL DISPLAY PANEL -7 mg CARTON
Nicotine Transdermal System

NDC No. 68001-432-88

7 Patches
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TO INCREASE YOUR SUCCESS IN QUITTING:
You must be motivated to quit
Clear Use one patch daily according to directions.

Itis important to complete treatment

Nicotine
If you feel you need to use the patch for a longer

STEP 3

s w

Transdermal poio o eep rom smoing,tlk o you heath
System Patch care provider.

320 5. Use patch with a behavioral support program.
i H such as the one described in the enclosed
Stop Smoking Aid e
7 mg delivered over 24 hours

Drug Facts
;dplive inyrm(iznl (in ezanhhpalnh) p Purpose NDC: 68001-432-88 compare to the active
Nicotine, 7 mg delivered over 24 hours Stop smoking aid 3 2 =

STEP 3 ingredient in Habitrol®" STEP 3

Clear

Use reduces withdrawal symptoms, including nicotine craving, associated with quitting smoking.
Warnings i 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. Clear c|

medicina is believed to be safer than smoking. However, the ricks to your child from this madicine ars not fully known. - .

s e e N Nicotine
i e e o L Transdermal Ni :

System Patch S P h System Patch

ystem Patc Stop Smoking Aid

W stomach ulcer or diabetes
W history of seizures
Stop Smoking Aid

Ask a doctor or pharmacist before use if you are
'™ using a non-nicotine stop smoking drug
‘W taking a prascription madicine for depression or asthma. Your prescription dosa may need to be adjusted.
i Stop Smoking Aid 7 mg delivered
over 24 hours

When using this product ® if you have vivid dreams or other sleep disturbances, remove the patch at bedtime
. 7 mg delivered
Includes Behavior Support Program with Self-Help Guide

Stop use and ask a doctor if
over 24 hours

W 5kin rednass caused by the patch does not go away after four days, or i your skin swells, or you get a rash

Wirregular heartoeat or palpitations ocour
= you get symptoms of nicotine overdose, such as nausea, vomiting, dizziness, weaknass. and rapid heartbeat

= you have symptoms of an allrgic eaction (sich as difficulty breathing of s
Keep out o reach of children and pefs. Ussd patchis havs enough nicofine o poison chdran and pets. I svalloved, get .
medical help or contact 2 Poison Control Centar right avay. Save pouch to use for patch disposal. Dispose of the used Not for sale to persons under
patches by folding sticky ends together and putting in pouch. 18 years of age.

— « Proof of age required
Directions mIfyou are under 18 years of age, ask a daclor bfore use M before using hi product, read e « Notfor-ésie 1n vending
anclosed ssi-help ouice for completa ciractions and othar information M begin using the patch on your quit day M f you

machines or from any source

smoke mare than 10 cigarettes per day, uss th flloving schedue below o ) 1
where proof of age cannot be .,
Weeks 1 thru 4 Weeks 5 and § Weeks 7and 8 i 3 .
rerified. <
_ ! g e
Manufactured by:

— *This product is not manufactured or

1 you smoke 10 orless cigarettes per day. start vith Step 2 for 6 wesks, then Step 3 for 2 wesks M apply on e patch \ ’

vy 24 Nours n sk et 1 iy, caan, and e B ramove backig fom patch and imreiatlyprecs o ki HOl for distributed by Dr. Reddy's Laboratories For use after completing step 2 AVEVA Drug Delivery Systems
Ltd., distributor of Habitrol. A DifGen Company

Miramar, FL 33025

40 seconds. W wash hands after applying or rémoving patch. Save pouch o use for patch disposal. Dispos of the used patches
by fokng sk e togerr an ptin n ouc, B e s oo b removed e one sl o it
For BluePoint Laboratories

For your family’s protection
patches are supplied in
child-resistant pouches.
Do not use if individual
pouch is open or torn.

The full treatment course for STEP 3 i 14 patches (2 weeks); this package contains 7 patches
(1 week course) only. Read the enclosed self-help guide for additional information.

ame time each day ® if you have W/ld dreams, You may remove the vatcn at Dedﬂme and apply a HEW one in the
EETEE R || See seitnelp
Other information m stor at 20°0-25°C (68°F-77°F) gu'de lnSIde. 5 : ST E P 3
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PRINCIPAL DISPLAY PANEL - 14 mg CARTON

Nicotine Transdermal System
NDC No0.68001-433-88
7 Patches
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STEP 2 TO INCREASE YOUR SUCCESS IN QUITTING:

1. You must be motivated to quit,
Clear o
s . 2. Use one patch daily according to directions.
N icotine 3. Itis important to complete treatment
4. If you feel you need to use the patch for a longer

Transdermal
System Patch |
Stop Smoking Aid

period to keep from smoking, talk to your health
care provider.

Use pateh with a behavioral support program,
such as the one described in the enclosed
booklet.
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14 mg delivered over 24 hours

Drug Facts
Active ingredient (in each patch) Purpose .
Nicotine, 14 mg delivered over 24 hours sominc) | STEP 2 NDC: 68001-433-88 compare to the active STEP 2
Use reduces withdraveal symptoms, including nicotine craing, assaciated with quiting smoking ingredient in Habitrol®
Warnings it you arepregnant o brsstfeading, only us thismedisine o the advice o your health cro proider
‘Smoking can seriously harm your child. Try to stop smoking without using any nicotine replacement medicine. Clear Clear
i s boloved 10 b st tan smaking. Howovor,he ks to your el from this madions ar mat ly ko - - c I - -
ok tocr e v ot Nicotine ear Nicotine
W heart dissase, recent heart attack. or irragular heartbeat. Nicoting can increase your heart rate - =
 high blood pressure not controled with medication. Nicotine can increase your blood pressure. Transdermal N Icotl n e I ra n sd e rm al Transdermal
‘W an allergy to adhesive tape or have skin problems, bacause you are more likely to get rashes.
W stomach ulcsr or diabstes
o s System Patch S System Patch
ok o r s T i stem Patch ing Ai
Stop Smoking A y Stop Smoking Aid
W taking a prescription medicine for depression or asthma. Your prescription dose may nesd to be adjustad.
When using this product  f you have vivid dreams or other sleep disturbances, remove the patch at bedtime, . S S m k' A' d .
Stop use and ask a doctor if 14 mg delivered top OKl ng 1 - 14 mg delivered
W skin redness caused by the patch does not way after four days, or if skin swells, or y t a rash i i H
e reor st g o o ek e over 24 hours Includes Behavior Support Program with Self-Help Guide over 24 hours
® you get symptoms of nicotine overdose, such as nausea, vomiting, dizziness, weakness, and rapid heartbeat
W 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 .
madical halp or contact a Poison Control Center right away. Sava pouch to use for patch disposal. Dispose of ths used Not for sale to persons under For your family’s protection.
patches by folding sticky ends together and putting in pouch 18 years of age. m tihy lied .

Fm—rs + Proof of age required patches are supplied in
Directions mif you are under 18 years of age, ask a doctor before use  before using this product, ead the + o for'sale in vending child-resistant pouches.
enclosed self-help guide for complete directions and other information M begin using the patch on your quit day ® if you Prr——
smoke more than 10 cigarettes per day, use the following schedule below: W:Chmes 0; ';Om any Soutrce Do not use if individual

where pr nn ., )
e :,e proctiaf age:oanngfibe @. 14 deli d 2 h pouch is open or torn
BT PRHARIERSaN s
“This product is not manufactured or Manufactured by:
1 you smoka 10 or less cigaretles per day, start with Step Z for 0 ieeks, then Step 3 for 2 isekc M apply ons new patch ! . .
every 24 hours on skin that is dry, clean, and hairlsss ® ramove backing from patch and immediately pruss onto skin. Hold for CL"S'NbU‘EU by Dr. F;ed;i‘ls Laboratories If you smoke MORE than 10 cigarettes per day: Use after completing Step 1. AVEVA Drug Delivery Systems
10 seconds. ® wash hands after applying or removing patch. Save pouch to use for patch disposal. D\SDOSE of the used patches td., distributor of Habitrol. i p i
by folding sticky ends together and putting in pouch. M the used patch should bs removed and a new one applied to a different if You smoke 10 or LESS Clgare"es per day Start with Slep 2. QD”GEH CFEWDGVZW
<Kin site at the same time each day Wi you have vivid dreams, you may remove the patch at bedtime and apply a nev one in the The full treatment course for STEP 2 is 2 or 6 weeks (depending on how many cigarettes you smoke iramar, FL 33025
morning M do not wear mors than one patch at a tims M do not cut patch in half or into smallsr pisces M do not lsave patch on . 5
for more than 24 hours becase it may iiate your skin and loses sirength after 24 hours Mt i important to complete See sel f-help Iog dayi s peckape cantains 7 pplclies (f WeeK wolitso) onl: Head eficiosed sleln'gukdo ot For BluePoint Laboratories
treatment. f you fee! you need to use the patch for a longer period to keep from smoking, talk to your halth care provider. vide inside additional information.
Other information m stors at 20°C-25°C (68°F-77°F) g & . STE P 2
Inactive ingredients acryiate adnesive, polyester, silicone adnesive See bottom panel for lot @ B]_ e FO]_ t 7 Clear Patches 3002873
- number and expiration dat - i
Questions or comments?1-877-748-1370 umber and expiration date. L& B ORATORIES (1 Week Kit) Rev. 12/23
| S —

Black box for Lot and Expiry.
1.50” x 0.625”
(38.1mm x 15.88mm)

UPC Code

PRINCIPAL DISPLAY PANEL- 21 mg CARTON
Nicotine Transdermal System

NDC No. 68001-434-88

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

Use one patch daily according to directions.

Itis 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.

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

STEP 1
Clear

Nicotine
Transdermal
System Patch
Stop Smoking Aid

21 mg delivered over 24 hours

PR

o

Drug Facts

Purpose

Active ingredient (in each paich)
Stop smoking aid

Nicatine, 21 mg dslivared over 24 hours

Use reduces withdraval symptoms, including nicotine craving, associated with quitting smoking.

Warnings 1t you ar pregnant or breast feeding, only use this medicine on the advice of your health care e provde.
Smoking can seriously harm your child. Try to stop smoking without using any nicotine replacement medicine. Tt
‘medicine is believed to be safer than smoking. However, the risks to your child from this medicine are not fully kna\un

Aska doctor before use if you have
= eart disease, recent heart atiack,of iegular heartbeat. Nicotine can increase your heart rate
= igh biood préssure not controiled 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.
mach ulcer o diabetes

= history of seizures

Aska doctor or pharmacist before use |lynu are

= ucing a non-nicotine stop smoking

i  prescrpion medicin for deprassion r asthma. Your pr

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

scription dose may need to be adjusted

Stop use and ask a docor if
1 i s cafsel b e ptsy o 1o s el o o our s
mirtegular heartbeat or palpitation
o o ovedos,sic s s, Vg, dicing
an alergic reaction (such as difficulty breathing or ras

s, or you get a rash

jeakness, and rapid heartbeat

STEP 1

Clear

Nicotine
Transdermal
System Patch
Stop Smoking Aid

21 mg delivered
over 24 hours

wallowed, get
f the used

Keep out of reach of children and pets. Used patches have enough nicotine to poison children and p
medical help or contact a Poisan Control Centar right avway. Save pouch to use for patch disposal. Dis
patches by folding sticky ends together and putting in pouch

Direclmns lllvml are under 18 years of age, ask a doctor hefore use W before using this product, read the
elp guide for complete directions and other information M begin the patch on your quit day ®if you
smoke more Xhin 10¢ the following schedule bel

pal:hshnuid be ramoved and a app
ski 2 iy ramave thepach atbedima nd ap

morning M do not wear more than on: m:hm:mme-uunmcutpammnmwcm maler eces oo |

for more than 24 haurs because it may iitats y gth after 24 hour 1o compiee |
trestmont 1 you e you 1 10 st patch o .ﬂnngxr period to keep from smoking, talk to your health care provider.

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

Inactive ir late adhesive, polyester, si

Questions or comments?1-877-748-1970

+ 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.

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

See self-help
guide inside.

See bottom panel for lot
number and expiration date.

compare to the active

NDC: 68001-434-88
ingredient in Habitrol®

Clear
Nicotine Transdermal

System Patch
Stop Smoking Aid

Includes Behavior Support Program with Self-Help Guide

21 mg

21 mg delivered over 24 hours

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

The full reatment course for STEP 1 is 28 patches (4 weeks); this package contains 7 patches
(1 week course) only. Read the enclosed self-help guide for additional information.

o STEP 1
®BluePoint™

7 Clear Patches
LABORATORIES (1 Week Kit)

STEP 1

Clear

Nicotine
Transdermal
System Patch
Stop Smoking Aid

@

21 mg delivered
over 24 hours

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

Manufactured by:
AVEVA Drug Delivery Systems
A DifGen Company
Miramar, FL 33025

For BluePoint Laboratories

3002875
Rev. 12/23

NICOTINE TRANSDERMAL SYSTEM

nicotine transdermal system patch, extended release

Product Information

Product Type

Route of Administration

Active Ingredient/Active Moiety

HUMAN OTC DRUG
TRANSDERMAL

Ingredient Name

NICOTINE (UNIIl: 6M3C89ZY6R) (NICOTINE - UNIl:6M3C89ZY6R)

Inactive Ingredients

Ingredient Name

DIMETHICONE (UNII: 92RU3N3Y10)

—J

| S |
88“

UPC Code

Black box for Lot and Expiry.
1.50” x 0.625”
(38.1mm x 15.88mm)

Item Code (Source)

Basis of Strength
NICOTINE

NDC:

68001-432

Strength
7 mg in24 h

Strength



Packaging

# Item Code
NDC:68001-432-

188

NDC:68001-432-

290

Package Description

7 in 1 CARTON

1 hin 1 POUCH; Type 0: Not a Combination
Product

14 in 1 CARTON

1 hin 1 POUCH; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

ANDA

Application Number or Monograph
Citation

ANDA074612

NICOTINE TRANSDERMAL SYSTEM

nicotine transdermal system patch, extended release

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG
TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name

NICOTINE (UNIl: 6M3C89ZY6R) (NICOTINE - UNII:6M3C89ZY6R)

Inactive Ingredients

Ingredient Name

DIMETHICONE (UNIIl: 92RU3N3Y10)

Packaging
# Item Code

NDC:68001-434-
88

NDC:68001-434-
90

NDC:68001-434-
91

Package Description

7 in 1 CARTON

1 hin 1 POUCH; Type 0: Not a Combination
Product

14 in 1 CARTON

1 hin 1 POUCH; Type 0: Not a Combination
Product

28 in 1 CARTON

Item Code (Source)

Marketing Start
Date

Marketing End
Date

06/22/2020

06/22/2020

Marketing Start
Date

06/22/2020

Marketing End
Date

NDC:68001-434

Basis of Strength
NICOTINE

Strength
21 mg in 24 h

Strength

Marketing Start
Date

Marketing End
Date

06/22/2020

06/22/2020

06/22/2020



1 hin 1 POUCH; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA074612 06/22/2020

NICOTINE TRANSDERMAL SYSTEM

nicotine transdermal system patch, extended release

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TRANS DERMAL

Active Ingredient/Active Moiety

Marketing End
Date

NDC:68001-433

Ingredient Name Basis of Strength Strength

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

Inactive Ingredients
Ingredient Name
DIMETHICONE (UNII: 92RU3N3Y10)

Packaging
# Item Code Package Description Marketing Start
Date
1 NDC08001-433- 74 1 carTON 06/22/2020
1 1 hin 1 POUCH; Type 0: Not a Combination
Product
2 [DC08001433 14in 1 caRTON 06/22/2020
2 1 hin 1 POUCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date

ANDA ANDAQ074612 01/11/2019

14 mg in24 h

Strength

Marketing End
Date

Marketing End
Date



Labeler - Biueroint Laboratories (985523874)

Registrant - aveva Drug Delivery Systems (783982093)

Establishment

Name Address ID/FEI Business Operations
Aveva Drug Delivery 783982093 analysis (68001-432, 68001-433, 68001-434) , manufacture(68001-432,
Systems 68001-433, 68001-434)

Revised: 6/2024 BluePoint Laboratories
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