HABITROL STEP 1- nicotine transdermal system patch patch, extended
release

HABITROL STEP 2- nicotine transdermal system patch patch, extended
release

HABITROL STEP 3- nicotine transdermal system patch patch, extended
release

Dr. Reddy's Laboratories Inc.

Drug Facts

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

Active ingredient Step 2 (in each patch)

Nicotine, 14 mg delivered over 24 hours

Active ingredient Step 3 (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 SECTION

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.

estomach ulcer or diabetes.history of seizures.

Ask a doctor or pharmacist before use if you are

*using a non-nicotine stop smoking drug

*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 rashirregular 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:

Weaks 1 thru 4 | Weeks S and 6 J Weeks 7 and 8

STEP 1 STEP 3
use one 21 mg use one T mg

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

e 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

* to avoid possible burns, remove patch before undergoing any MRI (magnetic
resonance imaging) procedures

* |tis 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 20-25°C (68-77°F)

Inactive ingredients

acrylate adhesive, aluminized polyester, cellulose paper, methacrylic acid copolymer

Questions or comments?

call 1-800-585-8682

W eekdays (9am-8pm ET) or visit us at www.habitrol.com
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 behavioural support program, such as the one described in the
enclosed booklet.

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

* 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.

Principal Display Panel STEP 1
NDC 55741-448-74

Habitrol®
Nicotine Transdermal System Patch

21 mg delivered over 24 hours
STOP SMOKING AID
21 mg

Includes:
Behavior Support
Program with
self-help guide

STEP 1
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

7 Patches
(1 Week Kit)

The full treatment 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.
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TO INCREASE YOUR SUCCESS IN QUITTING: 1

1. You must be motivated to quit.
2. Use one patch daily according

NS Is \mpmnlm complete

4. If you feelyou need to use the patch for a langer |
periad to keep from smoking, talk to your health |
care pravider. \ |

5. Use patchwith 3 behaviral supgort program, such |
as the ane described in the enclosed \

Drug Facts

Active ingredient {in each patch)
Nicotin, 21 mg delivared over 24 h

Purpose
Stop emoking ald

Habitrol

U8 raduzee withiraaral eympioms, inclucing nicotine erving. asecclated with quiting smoking.

mrmms

are pregnant or breast-feeding, only use an the adhice af your health eare |
Smddn; can seriously o your chid. Ty to stop imddrq uhhwludrg any nicoting mplnnmmsddm This macicinaie
beﬂmdm be satr than smaking. However me dizks 1o your chikd from ths meckcing ars nat fully known.

hefors use if you have « hart diseasw, recant heart alack, or reqular hear b, Nicting van oreasa your heart rats.
Ngh blood presure nat controlid with icato ot con e your blood pressire,

Nicotine Transdermal
Patch

21 mg delivered over 24 hours

STOP SMOKING AID

Habitrol

NDC 56741-448-70

Habitrol

Nicotine Transdermal
em Patch

Nicotine Transdermal System Patch
m;ﬁ&(ﬂ?‘;ﬁmmmam pmt,lra:f:.lﬁmumusmnm Nwmgstmuhsu i 21 @I- 24 m
ek a doctor ar [ "+ using & non-nicoting stop emaking dng i mg over b
STOP SMOKING AID

21 mg dehversd over 24 haurs

STOP SMOKING AID

‘or pharmiacist before use If you are
~taking a prescription medicina for dspression or astha, Your pessciiption dass may need 1o be acjusied.
When using this praduct__» if you haw vivid dreams or offer slsep dishuibancas remows his patch of badtime
Stapute and ek dockr .« chin e caed 0 P i 9 ey S oy, o S weli o Yot gerarach
or

| » imequiar heartheat or palpitations ogur
g, dizziness, weakness and rapid heartiaat

STEP

i gmmpmna ricoting owrdoss, such as ssa,
symptoms of an allergic reastion (such a5 dfﬂuunj'breﬂm\ng ormshj
.u-‘ ach of Used patches haes anough nicatine to paisen chikiran and pes. I swallowed, get medial
el or contact a Poiscn Cormmol Ganter right away. Save peuch 1 usa for patch dispessl, Dispoes of the used patches by foding stiky
ends togsther and puting in pouch,
s
Directions i you are under 18 ysars of a doctar befors uss
«befor usng i product,read e onclosed nlf-hulp ik for complete directions and other information

STEP

IF YOU SMOKE MORE

THAN 10 CIGARETTES HABITROL®

21 mg

« begin uzlngmepawhon your quit day _« ifyou smoks more than 10 eigarettes per cay, uss the following schedule bekoar: Foryour s PER DAY: START WITH TAKE CONTROL™
mtection patches .
gt Includes: STEP1 | SUPPORT PROGRAM
hildesEtart pouches. 1
Site—a Behavior Support IF YOU SMOKE 10 OR

- Donotuseif : LESS CIGARETTES PER

=if cke 10 or less cigarettes per for 6 weaks, the 3 for 2 weeks

R ot ey B ot o o iy s a1 P 8 or indivial poLch Program with DAY: START WITH

m«mhnn)dngﬁnmpnmhunnlmlnsdmsl]mnomslﬁn Hold fer 10 ssconds. is:open ortom. 59|f‘he|p gl_"de

« wash hands aftar applying r remuosing path, Save pouch to use for patch dispasal. Dispose of the used patohes by foding sticky STEP 2

ands togather and putting in poush.

« tha used patch shauld ba removed and a na one appled t a difsrect skin sita at ths sams fims sach day

« i you harw vivkd dracims, you may remave the patch at becdtima and opply a new one in the maming

« d nat wear mors than cns pach at o tima « d nat cut patchin half or o sraller piscss

o et fars ptch o formore b 24 s bcases vt your i ad v sang e 4 e

10 w0l paesible bum, rermave patch befors undergeing ary MR fmagnetis reecnanc imaging) procadurs

it s importart to complsta tretmant If you sl you nsed 1 ss the pat for a lorger pariod to ksep from amoking, tak 1o your
haath cars providsr.

Other informalion » stors at 2-25°C (58-17°F)
Inacfive ingredients acryu adhesive, aluminized polysstar, calluloss papsr, methacrylic acid copolymer
or i Call 1-800- 585-8682 Weskidays (Bem-10pm ET) or visit us at.

See bottom panel for lot number and expiration date.

The full treatment course for STEP 11s 28
patches (4 weeks); this package contains 7
patches {1 week course) only. Read the

enclosed self-help guide for additional information

7 Patches
(1 Week Kit)

See self-help
gulide inside.

Distributed by:
Dr. Reddy's Laboratorfes, Inc.
Princetan, NI 08540

« Not for sale to persons under 18 years of age.
+ Proof of age requirsd.
+ Not for sale in vending machines or from any

source whers proof of age cannot b verifisd. |
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Principal Display Panel STEP 2

NDC 55741-447-74

Habitrol®

Nicotine Transdermal System Patch
14 mg delivered over 24 hours

STOP SMOKING AID

14 mg

Includes:
Behavior Support
Program with
self-help guide

STEP 2
IF 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

7 Patches
(1 Week Kit)
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Tk a doctor ar pharmasist before use If youara = Using & nen-nicina stop emaking dng

« taking a prescription medicins for dsprassion or asthma. four prascriptian doss may nesd to bs adjusted

Wihan using this produzt__+ i you hava vivid draaims or ofher shrap dilurbances ramovs fis patch af bedtime
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Drug Facts
Active ingredient (in each patch) Purpose - )
Niotine, 14 m delivstesd owsr 24 hours. Stop ameking aid Hdbltro‘.
Uise reduces withdrmwal sympiome, including nicotine crwving, associated with quitting smoking.

Nicotine Transdermal
i System Patch
you are pregnant or breast-feeding, only use this medicin on the advice of your health care provider.
‘Smoking san serioushy harm your child, Try to stop smoking without using any nicoting rplacsment medcin, This meding is 14 mg defivered over 24 hours
belisvad to be safar than smoking. However, the izks to your child from this medins am nat fully known. s‘l‘up SMUHNG ‘ID

= begin Leing the paich on your quit day _« i you smoka mare than 10 cigarettes per day, mmfwmgmula bk

STEP 1 STEP 3

useone 24 mg use one Tmg

patch/day Ppatch/day

« if you smcks 10 o less cigarettes per day, start with Stap 2 for & wasks, then Step 3 for 2 weeks
= apply cne neww patch avery 24 hours on skin that is dry, ckan and hairless
« ramave hacking from patah and immedistely press onto skin, Hokd for 10 seconds.

« wash hands aftar applying or removing patch. Save poush to uss fo patch dispased, Disposs of the used patshes by fokling sticky
anck togarher and puttng in poush.

« the used patch should ba temoved and a nsw ons applisd to a diffsrent skin sita ot the sam fime aach day

b i dms,pou o et aecten wt ol e s b e g

« d not wear mors than one patch at a ma « do not cut patsh n half o irio smaller

o a0t earepach on o e than 24 hoursbacaue  may e yeurkin and s aonh e 28 heurs

=10 maid poesibls bum, remaova patch befars undsegriryg any MR (rsxgneti rescrenca imaging) procediss

« it s importart to complsta reatmant,If you feel yo nese to 15 the patch for o longer pariad to baap from emaking, tak to your
haakth cars provider

Oiher information « stors at 20-25°C [58-17°F)
Inactive ingredients acryime adhesive, aluminized polyestar, calluloss paper, methasrylic ack] copoymer
Comments or Questions? call 1-800-535-8682 Weakiays (Bam-10pm ET) or visit us at wa:habitral.com

R oD i [
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Principal Display Panel STEP 3
NDC 55741-446-74

TO INCREASE YOUR SUCCESS IN QUITTING:
1. You must he motivated to quit. 4. If you feelyou need to use the patch for a longer

2 Uss one etch dally sccording Peiod 0 keep fram smoking, <2l to your health
‘to direction: . (Uare Pm: PIV'h behavioral h

3 hk Bt t et Ise patchwith a behavioral support program, suck
o e o ot asthe one described in the snclosed bookist.

NDC 55741-447.70

Habitrol

Nicotine Transdermal System Patch
14 mg delivered aver 24 hours

STOP SMOKING AID

=~

Habitrol® Take Control™ Support Program
Nicotine Transdermal System Patch

7 mg delivered over 24 hours
STOP SMOKING AID
7 mg

Includes:
Behavior Support
Program with
self-help guide

STEP 3
FOR USE AFTER COMPLETING STEP 2

7 Patches
(1 Week Kit)

Patches
Week Kit)

The full course of treatment for STEP 2 is 2 or 6 weeks
{depending on how many cigarettes you smoke per
day}; this package contains 7 patches (1 week course)
only. Read the enclosed self-help guide for additional

informatian,
496
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Dist ributed
Dr. Reddy's Laborataries, Inc.
Princeton, NJ 08540
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TO INCREASE YOUR SUCCESS IN QUITTING: |

1. You must be motivated toquit. 4. If you feelyou need to use the patch for 2 langer
2 Un o rmn daily according

EX n Is |m|xmanm eomplete
‘treatment.

riod to keep from smoking, talk toyour hesith |
care p
5. Use patch nlﬂn behavioral support program, such
s the one described i the enclosed booklet.

Drug Facts
Active ingredient (in each patch)
Nicoting, 7 my dsliverad over 24 hours.
Uise raduces withdrmsal sympioms, including nisotine crving, associated with quitiing smaking.
Warnings
I you are pregnant or breast-feeding, only use this medicine on the advice of your health eare provider.
Smakiry can seriously harm your chid. Try to stop smoking without using any ricotine rspiacsment medicins, This mediins is.
belizvad to bs safar tian smokiig. osvever, the risks ta your ehikl from this medicine are nat fully known.
Rak a dactor hefore use f you have « heart dkssase, recant heart alack, orreqular hearthsat, Nizaine can iereasa your heart rate,
= high blood prssure ot comrollsd with mecication. Nicotine can increass your biood prassure.
« an allergy i achesiva taps ar have skin prubiems, becausa you are mara fikaly 10 gat rashes. H
= stamach ulcer or diahtes, « histary of Gelzurees |
sk a doctor r pharmacist before use if you are = using a men-nicotine stop smaking dnig
« taking a prascription medicins for dspression or asthma, Your prescription doss may nesd to bs acjustsd.
Wihen using this produzt__« f you have vhid draarme or other sleep dEfLIbances remove his parch af bedtime
Stop use and ask a dactor i+ ckin edness caused by the paich dos ot go ey afer o days,or 1 our skin swells, r you getarash
« imeqular heartbet o palpitations oocur
= y0u g8t symptares of ricating cvardoss, such as reussa, vomiting, dizziness, weakness and rpid heartheat
= you have symptoms of an allergis reaction (such as difficulty breathing or msh)
Weep out of raach of children and pats. Used paiches hiave snough nicotie to poison chiklran and pets. H swalkowed, get medral
help o cantact a Potson Contral Gamse right away, Save poush o uss for patoh disposal, Depose of the used patshes by fulding stisky
 ends together and putting n pouch.

[ DIGCHIONS _« fyou are under 18 yoar of ag, ok a dostar bfore

« bafurs using this product, reex the enciossd sslf-help guida for completa dirsctions and other infarmation

-tu;m mngmspamhun your it day _a if you smoka more than 10 cigarsties per day, uss the following schexdula bekoar:

[ Weelea 1 thru & J Weeks S andle J we

STEP 3
nuom'rmg
patch/

mns-p o €k, then St 3 for 2 woeks

=23 Hobitrol

Nicotine Transdermal
Patch

7 mg delivered over 24 hours
STOP SMOKING AID

Faryour famiys
protection, patches
aresuopledin
ChEHESETaNT pouches

STEP 1
uss one 21 ma

« i you smoks 10 or less

e s eyt e o . ek e . s

« ramive basking from patch and immediately peass onto ckin, Hald for 10 seconds

 nchhands e ar.pMngor g a5 e 1 U frpatch e, Dogoea o ead s by oking sy |
‘nch togathsr and putting in

« the used patch et bresomdanta vew ans applind 1 a differet skin st at the sam tims sach day i

Do not use If
Indiviiual pouch
Is open or tom.

= i you have vivkd drsams, you may remave the patch at bectime and apply 2 new one n the moming !

« ot wear mora than ene patch at a tima o ot el s sl peces

« da nat ks patch on r more than 24 hours bacause it may irrtats your skin and loass strength after 24 hours.

« 10 a0k possibla bums, remove patch befors undsrgeireg any MR fragneti: resorancs imaging) procedures

« it s impertant o sormplats trsament,  you fesl you need 10 5 the patsh fora longar paried to kaep from emaking, tak to your
haalth cars prowidsr.

Other i « clors 01 20557 (88-TT°F)

Inactive ingredients i adhesive, suminized polyestar, calluloss papsr, methacrylic acki apolymer
OF QUESHTONS? Call 1-800-585-8682 Wsshtays (Bom-10pem ET) or vt us at wavethabitrol com

See bottom panel for lot number and expiration date.

See self-help
gulide inside.

+ Not for sala to persons under 18 years of age.
+ Proaf of age requirad.
*» Notfor ssls in versfing
source whars proof of

machines or from any
‘age cannot be verified. |
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Habitrol

Nicotine Transdermal System Patch
7 mg delivered over 24 hours

STOP SMOKING AID

7 mg

Includes:

Behavior Support

Program with
self-help guide

7 Patches

(1 Week Kit)

NDC E5741-446-70

Habitr

Nicotine Transdermal
System Patch

7 mg delivered over 24 hours

STOP SMOKING AID

STEP
STEP

HABITROL®
TAKE CONTROL™
FOR USE AFTER SUPPORT PROGRAM

COMPLETING STEP 2

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

Distributed
Laboratories, Inc.
Prlnwgilu 08540 -

HABITROL STEP1

nicotine transdermal system patch patch, extended release

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety

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

Inactive Ingredients
Ingredient Name
Methacrylic Acid (UNIl: 1CS02G8656)

Packaging
Item
Code

NDC:55741-
448-74

# Package Description

1 14 in 1 CARTON

Item Code (Source)

NDC:55741-448

Strength
21 mg in 24 h

Basis of Strength
NICOTINE

Strength

Marketing
End Date

Marketing
Start Date

06/15/2019




24 h in 1 PATCH; Type 2: Prefilled Drug Delivery

B Device/System (syringe, patch, etc.)

NDC:55741- .
2 448-70 7 in 1 CARTON 06/15/2019
2 24 hin 1 PATCH; Type 2: Prefilled Drug Delivery

Device/System (syringe, patch, etc.)

NDC:55741- .
3 44898 28 in 1 CARTON 07/01/2019
3 24 hin 1 PATCH; Type 2: Prefilled Drug Delivery

Device/System (syringe, patch, etc.)

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
NDA NDA020076 07/13/2018

HABITROL STEP 2

nicotine transdermal system patch 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:55741-447

Ingredient Name Basis of Strength Strength

NICOTINE (UNIIl: 6M3C89ZY6R) (NICOTINE - UNII:6M3C89Z Y6R) NICOTINE

Inactive Ingredients

Ingredient Name
Methacrylic Acid (UNII: 1CS02G8656)

Packaging
Item < .- Marketing
# Package Description
Code 9 P Start Date
NDC:55741- .
1 447-74 14 in 1 CARTON 04/22/2019
1 24 h in 1 PATCH; Type 2: Prefilled Drug Delivery
Device/System (syringe, patch, etc.)
NDC:55741- :
2 447-70 7 in 1 CARTON 07/01/2019
2 24 hin 1 PATCH; Type 2: Prefilled Drug Delivery

Device/System (syringe, patch, etc.)

14 mg in24 h

Strength

Marketing
End Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA020076 07/13/2018

HABITROL STEP 3

nicotine transdermal system patch patch, extended release

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:55741-446
Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
NICOTINE (UNIl: 6M3C89ZY6R) (NICOTINE - UNII:6M3C89ZY6R) NICOTINE 7 mg in24h

Inactive Ingredients

Ingredient Name Strength
Methacrylic Acid (UNIl: 1CS02G8656)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 [1DC35741-446 14 n 1 caRTON 06/15/2019
1 24 h in 1 PATCH; Type 0: Not a Combination
Product
2 ;'(')DC:55741‘446' 7 in 1 CARTON 07/01/2019
2 24 hin 1 PATCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA020076 07/13/2018

Labeler - or. Reddy's Laboratories Inc. (802315887)

Revised: 12/2022 Dr. Reddy's Laboratories Inc.
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