ADVIL- ibuprofen sodium tablet, coated
Wyeth Consumer Healthcare LL.C

ADVIL
ibuprofen sodium tablet, coated

Drug Facts

Active ingredient (in each tablet)
Tbuprofen 200 mg (provided as ibuprofen sodium 256 mg) (NSAID)!

1 nonsteroidal anti-inflammatory drug

Purpose

Painreliever/ Fever reducer

Uses

temporarily relieves minor aches and pains due to:
® headache

toothache

backache

menstrual cramps

the common cold

muscular aches
® minor pain of arthritis

temporarily reduces fever

Warnings

Allergy alert

Ibuprofen may cause a severe allergic reaction, especially in people allergic to aspirin. Symptoms may
include:

hives

facial swelling
asthma (wheezing)
shock

skin reddening
rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.

Stomach bleeding warning

This product contains an NSAID, which may cause severe stomach bleeding. The chance is higher if
you:

are age 60 or older

have had stomach ulcers or bleeding problems

take a blood thinning (anticoagulant) or steroid drug

take other drugs containing prescription or nonprescription NSAIDs [aspirin, ibuprofen, naproxen,
or others]

have 3 or more alcoholic drinks every day while using this product



® take more or for a longer time than directed

Heart attack and stroke warning

NSAIDs, except aspirin, increase the risk of heart attack, heart failure, and stroke. These can be fatal.
The risk is higher if you use more than directed or for longer than directed.

Do notuse
® if you have ever had an allergic reaction to any other painreliever/fever reducer
® right before or after heart surgery

Ask a doctor before use if

stomach bleeding warning applies to you

you have problems or serious side effects from taking painrelievers or fever reducers
you have a history of stomach problems, such as heartburn

you are taking a diuretic

Ask a doctor or pharmacist before use if you are
® under a doctor's care for any serious condition
® taking aspirin for heart attack or stroke, because ibuprofen may decrease this benefit of aspirin
® taking any other drug

When using this product
® take with food or milk if stomach upset occurs

Stop use and ask a doctor if
® you experience any of the following signs of stomach bleeding:
s feel faint
= vomit blood
® have bloody or black stools
® have stomach pain that does not get better
® you have symptoms of heart problems or stroke:
® chest pain
® trouble breathing
® weakness in one part or side of body
® slurred speech
= Jeg swelling
pain gets worse or lasts more than 10 days
fever gets worse or lasts more than 3 days
redness or swelling is present in the painful area
any new symptoms appear

If pregnant or breast-feeding, ask a health professional before use. It is especially important not to
use ibuprofen during the last 3 months of pregnancy unless definitely directed to do so by a doctor
because it may cause problems in the unborn child or complications during delivery.

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control
Center right away.

Directions
= do not take more than directed
s the smallest effective dose should be used
® adults and children 12 years and over: take 1 tablet every 4 to 6 hours while symptoms persist

you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma, or had a stroke



® if painor fever does notrespond to 1 tablet, 2 tablets may be used
= do not exceed 6 tablets in 24 hours, unless directed by a doctor
® childrenunder 12 years: ask a doctor

Other information
= each tablet contains: sodium 22 mg
® read all warnings and directions before use. Keep carton.
® store at 20-25°C (68-77°F)
® avoid excessive heat above 40°C (104°F)

Inactive ingredients

acesulfame potassium, caramel color, carnauba wax, colloidal silicon dioxide, copovidone, ferric
oxide, hypromellose, mannitol, medium-chain triglycerides, microcrystalline cellulose, natural and
artificial flavor, pharmaceutical ink, polyethylene glycol, propylene glycol, sodium lauryl sulfate,

sucralose, titanium dioxide
Questions or comments?
Call weekdays 9 AM to 5 PM EST at 1-800-88-ADVIL

For most recent product information, visit www.Advil.com
Pfizer, Madison, NJ 07940 USA

PRINCIPAL DISPLAY PANEL - 80 Tablet Bottle Label
Advil®

Ibuprofen Tablets, 200 mg
(Provided as Ibuprofen Sodium 256 mg)
Pain Reliever / Fever Reducer (NSAID)

FILM-COATED
IBUPROFEN
SODIUM

80 Tablets

——

READ AND KEEP CARTON FOR COMPLETE
WARNINGS AND INFORMATION

Do Not Use if seal under bottle cap imprinted with
“SEALED for YOUR PROTECTION" is broken or missing.

Uses

mtemporarily relleves minor aches and pains due to: headachs,
muscular achas, manstrual cramps, tha commen cold, backachs,
toothache, minor pain of arthritis. = temporarily reduces faver

for a sarlous condition, age 60 or over, taking any other drug or have
stomach problems.

m This product may cause a sewere allergie reaction, sspacially in
people allergle to aspirin. Symptoms may Include: hives, faclal
swalling, asthma (wheazing), shock, skin reddening, rash, bllstars. If
an allergle reaction occurs, stap use and saek madical help right away.

Ibuprofen Tablets, 200 mg
(Provided as Ibuprofen Sodium 266 mg)
Pain Reliever/ Fever Reducer (NSAID)

pain rellever/fever reducer.
m Slomach bleeding warning: This product contains 2 nonstarcidal

FILM-COATED . antnflammatory drug (NSAID), which may cause severe stomach
bleedding. The chancs Is higher ifyou: mare age 60 or older  m have
%‘Eﬁgfﬂ b 90 Tablets had stormach ulcers or blseding problems m tzka abiood thinning
X {anticoagulant) or steroid drug  m take other drugs containing
prescription o nenprescription NSAIDs (aspirin, lbuprofen, naproxen,
or others) m have 3 or mare akoholi: drinks every day whils using
ot this product  m take mora or for a longer tima than directed.

Wamings
m Ask your doclor before use Ifyou are pregnant, under a doctor's care

Do nol use this product if you have aver had an allarglc reaction to any

mHeart attack and stroke waming: NSAIDs, axcept asplrin, Incraasa
the risk of heart attack, heart fallure, and stroke. These can be fatal. The
risk is higher if you usa more than directed or for longer than directed.
Directiong

mdo not take more than directed  m the smalles! effective dose
should be used madufts and childran 12 years and over. take 1 tablat
avery 4 to & hours while symptoms persist
m If pain o fever does not
respond to 1 tablet, 2 tablets
miay be usad

PAAOBO249

mdo not excaed 6 tablats In
24 hours, unless dirscted by a doctor
mchildren under 12 years: ask a doctor
each tblet contains: sodium 22 my
Questions or comments?

Call weekdays 8 AM 1o 5 PM EST at
1-800-86-ADVIL

For most recant product informathon,
wisit wnw Advil.com

Pfizer, Madison, NJ 07940 USA

© 2016 Pzer Inc.

PRINCIPAL DISPLAY PANEL - 80 Tablet Bottle Carton
Advil®




(Provided as Ibuprofen Sodium 256 mg)
Pain Reliever / Fever Reducer (NSAID)

Ibuprofen Tablets, 200 mg
Tablets

FILM-COATED
IBUPROFEN
SODIUM

80 Tablets
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* Provided 2 buprofen Soium 256 mg)
. Pain Reliever/Fever Reducer (N
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PRINCIPAL DISPLAY PANEL - 100 Tablet Bottle Label
Advil®

Ibuprofen Tablets, 200 mg
(Provided as Ibuprofen Sodium 256 mg)
Pain Reliever / Fever Reducer (NSAID)

FILM-COATED

Warmnings Directions W do not take mare than directed M the smallest
m Ask your docter bafore use if you are pregnant, under a doctor'’s efiective dose should be ussd  m adults and children 12 years and |
care for a serious condition, age 60 or over, taking any other drug or over: take 1 tablet every 4 to 6 hours while symptoms —— ———

IBUPROFEN

SODIUM

100 Tablets

80+20 FREE

Tablets

’/— READ AND KEEP CARTON FOR COMPLETE Do Nof Use If seal inder botlis cap Imprinted with -\T

[ WARNINGS AND INFORMATION “SEALED for YOUR PROTECTION" Is broken or missing.
Usss ' Heart attack and siroke waming: NSAIDs, except aspirin, increase

| M temporarily relieves minor aches and pains due to: headache, the risk of heart attack, heart failure, and stroke. These can be fatal,
muscular aches, menstrual cramps, the common cold, backache, Therisk i higher if you use more than directed or for longer than

| toothache, minor pain of arthritis, = temporarily reduces fever directed. |

have stomach problems. persist M if pain or fever
o This product may cause a sewere allergic reaction, especially in does not respond to 1 tablet,
peaple allergic to aspirin. Symptoms may include: hives, facial 2 tablets may be used PAAD31538
swhlling, asthma (wheezing), shock, skin reddening, rash, blisters. [f ~ ® do not exceed 6 tablets in
an allergic reaction occurs, stop use and seek medical help right away. 24 hours, unless directed by a doctor
Do net use this product if you have ever had an allergic reaction toany 8 children under 12 years: aska doctor.

Ibuprofen Tablets, 200 mg
| (Provided as Ibuprofen Sodium 256 mg)
| Pain Reliever/ Fever Reducer (NSAID)

| FALM-COATED F*mmuuﬁ‘ — — each tablet contains: sedium 22 mg
] warning: This product containg a nonsterol Csations or oy,
IBUPROFEN Advil rﬂa Tab’ets anti-inflammatory drug fNSAID%, which may causs severe stomach IAM 1o 5 ﬁ‘ ESTat1 st o
i bleeding. The chanca is higher if you: 8 are age 60 or older = have

Sopim b
| had stomach ulcers or bleeding problems  m take 4 blood thinning Fprﬂrnnst mf:”md"d information,
w.,.zg- (anficnagulant) or steroid drug W take ather drugs containing -
| T bk prescription or nonprescription NSAIDs (aspirin, ibuprofen, repraxen, Phizer, Madison, N.J 07940 USA

al E or others) B have 3 or mare alcohalic drinks every day whils using @ 2017 Pizer Inc.
\\_\_ g ___ 4 this product M take more or for a longer time than directed.

PRINCIPAL DISPLAY PANEL - 100 Tablet Bottle Carton
Advil®

20
FREE
TABLETS

Ibuprofen Tablets, 200 mg
(Provided as Ibuprofen Sodium 256 mg)
Pain Reliever / Fever Reducer (NSAID)

FILM-COATED
IBUPROFEN
SODIUM

Tablets

100
Tablets
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Item Code (Source) NDC:0573-0133

HUMAN OTC DRUG

ORAL

Active Ingredient/Active Moiety

Product Information
Route of Administration

Product Type

ibuprofen sodium tablet, coated

ADVIL




Ingredient Name

IBUPRO FEN SO DIUM (UNI: RM1CE9S 7Z4N) (IBUPROFEN - UNIEWK2XYI10 QM)

Inactive Ingredients

Ingredient Name
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
CARAMEL (UNI: T9D99G2B1R)
CARNAUBA WAX (UNI: R12CBMOEIZ)
SILICON DIOXIDE (UNII: ETJ7Z26 XBU4)
COPOVIDONE K25-31 (UNI: D9C330MD8B)
FERRIC O XIDE RED (UNII: 1IKO9F3G675)
HYPROMELLO SE, UNSPECIFIED (UNII: 3NXW29V3WO)
MANNITOL (UNI: 30WL53L36A)
MEDIUM-CHAIN TRIGLYCERIDES (UNIL: CO9H2L21V7U)
MICRO CRYSTALLINE CELLULOSE (UNIl: OP1R32D6 1U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIL: 3WJQ0SDW1A)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
SUCRALOSE (UNI: 96 K6EUQ3ZD4)
TITANIUM DIO XIDE (UNIL: 15FIX9V2JP)

Product Characteristics

Color BROWN (beige) Score

Shape ROUND Size

Flavor Imprint Code
Contains

Packaging

Item Code Package Description
NDC:0573-0133-20 1in 1 CARTON

20 in 1 BOTTLE; Type 0: Nota Combination Product

NDC:0573-0133-40 1in 1 CARTON

40 in 1 BOTTLE; Type 0: Not a Combination Product

NDC:0573-0133-80 1in 1 CARTON

80 in 1 BOTTLE; Type 0: Not a Combination Product

NDC:0573-0133-02 50 in 1 TRAY

NDC:0573-0133-04 2 in 1 BLISTER PACK

2 in 1 PACKET; Type 0: Not a Combination Product

NDC:0573-0133-89 1in 1 CARTON

160 in 1 BOTTLE; Type 0: Nota Combination Product

NDC:0573-0133-81 1in 1 CARTON

100 in 1 BOTTLE; Type 0: Nota Combination Product

NDC:0573-0133-05 2 in 1 CARTON

2 in 1 PACKET; Type 0: Nota Combination Product

NDC:0573-0133-88 2 in 1 PACKAGE

#
1
1
2
2
3
3
4
4 2 in 1 PACKET; Type 0: Nota Combination Product
5
5
6
6
7
7
8
8
9

Basis of Strength  Strength
IBUPROFEN SODIUM 256 mg

Strength

no score
10mm

Advil;asymmetrical;underline

Marketing Start Date Marketing End Date
07/08/2013

07/08/2013

07/08/2013

07/08/2013

07/08/2013

07/08/2013

07/08/2013

07/08/2013

07/08/2013



9 120 in 1 BOTTLE; Type 0: Not a Combination Product

10 NDC:0573-0133-41 1in 1 CARTON

10 40 in 1 BOTTLE; Type 0: Not a Combination Product
11 NDC:0573-0133-91 1in 1 CARTON

11 180 in 1 BOTTLE; Type 0: Not a Combination Product
12 NDC:0573-0133-01 3000 in 1 CASE

12 2 in 1 PACKET; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

NDA NDA201803 07/08/2013
ADVIL
ibuprofen sodium tablet, coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
IBUPRO FEN SO DIUM (UNI: RMICE97Z4N) (IBUPROFEN - UNIEWK2XYI10 QM)

Inactive Ingredients
Ingredient Name
ACESULFAME PO TASSIUM (UNIL: 230V73Q5G9)
CARAMEL (UNI: T9D99G2B1R)
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
COPO VIDONE K25-31 (UNIE: D9C330MD8B)
FERRIC O XIDE RED (UNIL: 1K0O9F3G675)
HYPROMELLO SE, UNSPECIFIED (UNI: 3NXW29 V3WO)
MANNITOL (UNIE: 30 WL53L36A)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)
MICRO CRYSTALLINE CELLULO SE (UNII: OP1R32D6 1U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
SUCRALOSE (UNI: 96K6UQ3ZD4)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics

08/12/2015

12/01/2014

08/11/2014

Marketing Start Date

Basis of Strength
IBUPROFEN SODIUM

Marketing End Date

NDC:0573-0134

Strength
256 mg

Strength



Color BROWN (beige) Score no score

Shape OVAL Size 15mm

Flavor Imprint Code Advil;asymmetrical;underline

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0573-0134-20 1in 1 CARTON 07/08/2013

1 20 in 1 BOTTLE; Type 0: Not a Combination Product

2 NDC:0573-0134-80 1in 1 CARTON 07/08/2013

2 80 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
NDA NDA201803 07/08/2013

Labeler - Wyeth Consumer Healthcare LLC (828831730)

Registrant - pfizer Inc (113480771)

Establishment

Name Address ID/FEI Business Operations
‘lffly“h ical 820390975 ANALYSIS(0573-0133, 0573-0134) , LABEL(0573-0133, 0573-0134),
C;:;‘;‘E;“ lcals MANUFACTURE(0573-0133, 0573-0134) , PACK(0573-0133, 0573-0134)

Revised: 6/2019 Wyeth Consumer Healthcare LLC
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