RUGBY NICOTINE POLACRILEX GUM, COATED MINT FLAVOR- nicotine
polacrilex gum, chewing
Rugby Laboratories, Inc.

Nicotine Polacrilex Gum 2 mg and 4 mg Coated Mint - Rugby

Drug Facts

Active ingredient (in each chewing piece) - 2 mg

Nicotine Polacrilex 2 mg (nicotine)

Active ingredient (in each chewing piece) - 4 mg

Nicotine Polacrilex 4 mg (nicotine)

Purpose

Stop smoking aid

Use
e 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 asodium-restricted diet

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 blood
pressure.

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

Stop use and ask a doctor if

e mouth, teeth, or jaw problems occur

e irregular heartbeat or palpitations occur

e you get symptoms of nicotine overdose such as nausea, vomiting, dizziness,
diarrhea, 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.

Pieces of nicotine gum may have enough nicotine to make children and pets sick. Wrap
used pieces of gum in paper and throw away in the trash. In case of overdose, get
medical help or contact a Poison Control Center (1-800-222-1222) right away.

Directions - 2 mg

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

e before using this product, read the enclosed User's Guide for complete directions
and other important information

e begin using the gum on your quit day

e if you smoke your first cigarette within 30 minutes of waking up, use 4 mg
nicotine gum

e if you smoke your first cigarette more than 30 minutes after waking up,
use 2 mg nicotine gum according to the following 12 week schedule:

Weeks 1to 6 Weeks 7to0 9 Weeks 10 to 12

1 piece every 1 piece every 1 piece every
1 to 2 hours 2 to 4 hours 4 to 8 hours

e nicotine gum is a medicine and must be used a certain way to get the best results

e chew the gum slowly until it tingles. Then park it between your cheek and gum. When
the tingle is gone, begin chewing again until the tingle returns.

e repeat this process until most of the tingle is gone (about 30 minutes)

e do not eat or drink for 15 minutes before chewing the nicotine gum, or while chewing
a piece

e to improve your chances of quitting, use at least 9 pieces per day for the first 6
weeks

e if you experience strong or frequent cravings, you may use a second piece within the
hour. However, do not continuously use one piece after another since this may
cause you hiccups, heartburn, nausea or other side effects.

e do not use more than 24 pieces a day

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



Directions - 4 mg

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

e before using this product, read the enclosed User's Guide for complete directions
and other important information

e begin using the gum on your quit day

e if you smoke your first cigarette more than 30 minutes after waking up,
use 2 mg nicotine gum

e if you smoke your first cigarette within 30 minutes of waking up, use 4 mg
nicotine gum according to the following 12 week schedule:

Weeks 1to 6 Weeks 7to0 9 Weeks 10 to 12

1 piece every 1 piece every 1 piece every
1 to 2 hours 2 to 4 hours 4 to 8 hours

e nicotine gum is a medicine and must be used a certain way to get the best results

e chew the gum slowly until it tingles. Then park it between your cheek and gum. When
the tingle is gone, begin chewing again until the tingle returns.

e repeat this process until most of the tingle is gone (about 30 minutes)

e do not eat or drink for 15 minutes before chewing the nicotine gum, or while chewing
a piece

e to improve your chances of quitting, use at least 9 pieces per day for the first 6
weeks

e if you experience strong or frequent cravings, you may use a second piece within the
hour. However, do not continuously use one piece after another since this may
cause you hiccups, heartburn, nausea or other side effects.

e do not use more than 24 pieces a day

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

Other information - 2 mg

e each piece contains: calcium 115 mg, sodium 8 mg
e store at 20 - 252C (68 - 77°F)

e protect from light

Other information - 4 mg

e each piece contains: calcium 120 mg, sodium 8 mg
e store at 20 - 252C (68 - 779F)

e protect from light

Inactive ingredients - 2 mg

acacia, acesulfame potassium, carnauba wax, flavors, gum base, hydroxypropyl
cellulose, magnesium oxide, sodium bicarbonate, sodium carbonate, talc, titanium
dioxide, xylitol.



Inactive ingredients - 4 mg

acacia, acesulfame potassium, carnauba wax, D&C yellow #10 aluminum lake, flavors,
gum base, hydroxypropyl cellulose, magnesium oxide, sodium bicarbonate, sodium
carbonate, talc, titanium dioxide, xylitol.

Questions or comments?
Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

Principal display panel 2 mg

Compare to the active ingredient in Nicorette® Gum*
Nicotine Gum

Nicotine Polacrilex Gum USP, 2 mg (Nicotine)

Stop Smoking Aid

2 mg

Coated Mint Flavor

Sugar-Free

FOR THOSE WHO SMOKE THEIR FIRST CIGARETTEMORE THAN 30 MINUTES AFTER
WAKING UP

If you smoke your first cigarette WITHIN 30 MINUTES of waking up, use Nicotine
Polacrilex Gum USP, 4 mg

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

2. Use enough - Chew at least 9 pieces of Nicotine Polacrilex Gum per day during
the first six weeks.

3. Use Long Enough - Use Nicotine Polacrilex Gum for the full 12 weeks.

4. Use With a Support Program as directed in the enclosed User's Guide

e not for sale to those 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

*This product is not manufactured or distributed by GlaxoSmithKline Consumer
Healthcare, L.P., distributor of Nicorette® Gum.

BLISTERED PACKAGED FOR YOUR PROTECTION. DO NOT USE IF INDIVIDUAL
SEALS ARE OPEN OR TORN.

Distributed by:
RUGBY® LABORATORIES
Indianapolis, IN 46268



Package label 2 mg
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Polacrilex Gum USP, 4 mg

100 Pieces, 2 mg EACH

Nicotine Gum

Nicotine Polacrilex Gum USP, 2 mg
(Nicotine)

Stop Smoking Aid EXTY]

4 n"ml“‘”ﬂﬂﬂ_::.
23 .o L el g s a0

oS pnaain o s mmm“nm
Livzents (o) FRFELT ] T R R ) e s g B anic

auzer NI ‘sjodouipe
STIHOLYHORY AGDNH

‘3 iy a0y e ‘ol o ekl 5 g vk
SN

i peanaamg “Hae (Y (2222 308-L) SRS ) R RIS
oo e e || i ke e B Yo o e e e ot
T 0 dnaald I

P ) i ks R e ] T 3 BEoR R PR BRI |8 SRR J0 7RG ey
53 Wk S M-y SEBE-ERI-L 92 | e s Runpen iy e el unpem st L 0 TS Bl ol
2 wmwu:mmﬁ: skt o ol
VR TR LETUTE TR 1RO LT TR e :m!h b

pon g Wiy Vv oy ‘oses il wamy
i oo AR e e g

| |ﬂz I“ﬂi‘ |

W TN AU B ST g
|00 Buio-TH

By dsn
LUNE) Xa|H08J0 SUNOAN asn ‘dn
Bupiem Jo 53 1NNIW 0 NTHTIRY
apauriD sy Jnof axqows nod §)

N SN YA HELIY
SALNNIN 0E NvYHL IHOW

A1 1FHVYEND LSHH HIFHL
IHOWS OHM ISOHL HOd

oai4-iebng



i ey 1 Faprp v e vy gy

- L
A1 iy PREEHE 1 1 B ) JOAB|4 JUlN
1 SR as prEvsse | mop sHosa N WIAES X E0esaita ) el iyt fure P
i 9uamm‘hn||u§£wmm| Bayp Burmowrs Sy oopeotium @ Bemn [ PE‘]EOD
] LR PALLICYI ST A . ) 1SN LGRS 25 K000 B Y i
" T ¥
: _lmuull.nupm|.'\:am\_m_mbcﬁ.m_.‘:m'r::n.u:nin- W|::::|F|_‘inu:;: [ :
By Lo oy 1 0, o) el 1y el LTS gy e Y JELOLN B | [
! p E EROB i PE] AL EED YU T TR OOF] ;
i LECSE SERALAN LFE) SHESIN SRTERRLS . DA ST 1w A pong r |

RoE S R0 0 e magma) siooy noleno o eg oes e e
SpoeE oy o] B0 i RESSSSEUET J0U) maMDY] DL B LI B IR i it
o pomae & cen e ol ‘Hupan yenbay 1o B g siym EERERL D BRETN ENLEL IE !:..l..u_li;ll:mll.:'f;‘&l;::

' piy Bunjows dojs

1
1
1 L
'

T wijag ip

! § ey i i el e i gt 0 i ek dadida o ol gy o _ .l" '
| wade awais LANRE| AT Y EOE BUSTDE .
. A 10 Unil Fepeon v upvat ASY SRRURL ©) I RN B EE AP W ) ok o R ISR SungiLe e S ) O DR ! I:EI.IIID:IIN:]
: (e (5 proge] eudll & afug ag j8 1o pn ssaad sy peda o PSS i) SEDaL jedsrandal sufron Ao B o Bupyns : ﬁ A
i WL L B e vl Dupies LyBaq ‘el ) sy iy oy el I A BT 00 LY RTINS UED L AL RIED IRy I8e J2 [ Z dSI'I

| T o : R SEELE Y BB B A ﬂﬁu:urmhqsn_'t-;:‘.:;;:l TN ] U2 FFAP B A0 U0 (RT3 10 R B A ) wing) Xajudejod auijodN

i B ol A, L e R ) i e % Lol segaon
: =l wng
i TR L CTLY g e Tupan segeou Sepind ULk BRI E0TE N i
i Lo iad | i i | Lpae e | o8 \
i LT (L] [LTE e — ] i al"].O:JIN
. - ' Foags W 21 By g o Bopuozs unll eprep bz e || R . =, B i = -
LA AT ALERALM 15 : ‘dha Bopyew. sayr sgaep O ury Gw o juy mal myees el g e asodiny fazapd Gupaga yova ui) puompalcy sagay :
10 SETR iU J0) SR 835 - - — . -~
IETR0 Y ApyEu 995 i {nanuyu0) ey Brug §1284 Grig b N ATRIOIN

i uj :

RUGBY Nicotine Gum Coated Mint Flavor

Principal display panel 4 mg

Compare to the active ingredient in Nicorette® Gum*

Nicotine Gum

Nicotine Polacrilex Gum USP, 4 mg (Nicotine)

Stop Smoking Aid

4 mg

Coated Mint Flavor

Sugar-Free

FOR THOSE WHO SMOKE THEIR FIRST CIGARETTE WITHIN 30 MINUTES OF WAKING UP

If you smoke your first cigarette MORE THAN 30 MINUTES after waking up, use Nicotine
Polacrilex Gum USP, 2 mg

TO INCREASE YOUR SUCCESS UN QUITTING:

1. You must be motivated to quit

2. Use Enough - Chew at least 9 pieces of Nicotine Polacrilex Gum per day during
the first six weeks.

3. Use Long Enough - Use Nicotine Polacrilex Gum for the full 12 weeks.

4. Use With a Support Program as directed in the enclosed User's Guide.

e not for sale to those 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

*This product is not manufactured or distributed by GlaxoSmithKline Consumer
Healthcare, L.P., distributor of Nicorette® Gum.

BLISTER PACKAGED FOR YOUR PROTECTION. DO NOT USE IF INDIVIDUAL
SEALS ARE OPEN OR TORN.



Distributed by:
RUGBY® LABORATORIES
Indianapolis, IN 46268

Package label 4 mg
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If you smoke your first cigarette MORE THAN 30 MINUTES after waking up,
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RUGBY Nicotine Gum Coated Mint Flavor
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RUGBY NICOTINE POLACRILEX GUM, COATED MINT FLAVOR

nicotine polacrilex gum, chewing

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG
BUCCAL

Active Ingredient/Active Moiety

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

Ingredient Name

Inactive Ingredients

Item Code (Source)

Basis of Strength

NICOTINE

Ingredient Name

ACACIA (UNIl: 5C5403N260)

ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
CARNAUBA WAX (UNIl: R12CBMOEIZ)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ8H6N60OH)
MAGNESIUM OXIDE (UNIl: 3A3U0GI71G)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0)
SODIUM CARBONATE (UNII: 45P3261C7T)
TALC (UNIl: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
XYLITOL (UNIl: VCQO06KQ1E)

Product Characteristics

white

SQUARE

MINT (coated mint)

Color
Shape
Flavor
Contains

Score
Size
Imprint Code

NDC:0536-3112

Strength
2 mg

Strength

Nno score

14mm



Packaging

# Item Code Package Description
NDC:0536- ;

1 3112-01 10 in 1 CARTON

1 10 in 1 BLISTER PACK; Type 0: Not a Combination

Product

NDC:0536- .

2 3112-37 4 in 1 CARTON

2 10 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
ANDA ANDA078699

Marketing Start Marketing End

Date Date

12/29/2008

12/29/2008

Marketing Start Marketing End

Date Date

12/29/2008

RUGBY NICOTINE POLACRILEX GUM, COATED MINT FLAVOR

nicotine polacrilex gum, chewing

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0536-3113

Route of Administration BUCCAL

Active Ingredient/Active Moiety

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

Inactive Ingredients

Ingredient Name
ACACIA (UNII: 5C5403N260)
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
ALUMINUM OXIDE (UNII: LMI2606933)
CARNAUBA WAX (UNIl: R12CBMOEIZ)
D&C YELLOW NO. 10 (UNII: 355W5USQ3G)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ 8H6N60OH)
MAGNESIUM OXIDE (UNII: 3A3U0GI71G)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
SODIUM CARBONATE (UNII: 45P3261C7T)
TALC (UNIl: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
XYLITOL (UNIl: VCQO06KQ1E)

Basis of Strength Strength
NICOTINE 4 mg

Strength



Product Characteristics

Color yellow Score
Shape SQUARE Size
Flavor MINT (coated mint) Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
NDC:0536- :
1 3113-37 4 in 1 CARTON 12/29/2008
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:0536- :
2 3113-01 10 in 1 CARTON 12/29/2008
2 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA078697 12/29/2008

Labeler - Rugby Laboratories, Inc. (079246066)

Revised: 3/2024

no score

14mm

Marketing End
Date

Marketing End
Date

Rugby Laboratories, Inc.
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