Wyeth Consumer Healthcare NDA 21-393
General Correspondence: Labeling-Response to FDA Advil PM Liquigel

Comments of December 12, 2005 Ibuprofen 200mg/diphenhydramine HCI 25 mg
December 13, 2005
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AdvilPM

LIQUI-GELS

Solubilized Ibuprofen, 200/mg / Diphenhydramine HCI, 25 mg
Pain Reliever (NSAID) / Nighttime Sleep-Aid

32 Liqui-Gels® ' % ——y
(Liquid Filled Capsules) P Liquid Filled capsules
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Wyeth Consumer Healthcare

General Correspondence: Labeling-Response to FDA

Comments of December 12, 2005
December 13, 2005

ACTUAL SIZE

/" Advil’PM

//-GELS ®
Solubilized Ibuprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.
Do Not Use if foil barrier is broken.
Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare

Diphenhydramine HCI, 25 mg

Allergy and Bleeding Warnings:

Read carton before use.

Do Not Use if foil barrier is broken.

Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist by Wyeth Consume Healtare

Madison, NJ 07940 Made

By anangement wih AP Scherer Gorp

LoT

EXP

*J@

W/I-GELS ®
Solubilized Ibuprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.
Do Not Use if foil barrier is broken.
Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare
Madison, NJ 07940 Made in USA
By arrangement with R.P. Scherer Corp.
LoT

EXP

=1®
L/QUI-GELS®
Solubilized Ibuprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.
Do Not Use if foil barrier is broken.
Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare
Magison, NJ 07940 Made in USA
By arrangement with R.P. Scherer Corp.

Lot

Madison, NJ 07940 Made in USA %*?* ’%\ Madison, NJ 07940 Made in USA
By arrangement with R.P. Scherer Corp. & & By arrangement with R.P. Scherer Corp.
Lot N <‘<Q, Lot
QQ/
EXP EXP
g0 4 *10)

UI-GELS ® LIQUI-GELS®

Solubilized Ibuprofen, 200 mg/ S Solubilized Ibuprofen, 200 mg/
3

1@ \
| Adyil'PM
L/QUI-GELS®
Solubilized buprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.
Do Not Use if foil barrier is broken.
Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare

Diphenhydramine HCI, 25 mg

Allergy and Bleeding Warnings:

Read carton before use.

Do Not Use if foil barrier is broken.

Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.

2 Dist. yWyem Consumer Healthcare
2 n, NJ 07940 Made in USA
= By arrangement wih A.P. Scherer Gorp
g Lot
% EXP

* 4@

L/QUI-GELS®
Solubilized Ibuprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
| ead carton before use.

Do Not Use |l foil barrier is broken.

Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104 F). Protect from light.
Dist by Wyeth Consumer Healtncare
Madison, NJ 07940 Made in USA

By armangemert with A.P. Schere Corp

S1®
Advil’PM
LIQUI-GELS®
Solubilized Ibuprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.
Do Not Use if foil barrier is broken.
Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare
dison, NJ 07940 Made in USA
By arrangement with R.P. Scherer Corp.

| Lot

EXP /
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Identification

Wyeth

Consumer Healthcare

NDA 21-393
Advil PM Liquigel

Ibuprofen 200mg/diphenhydramine HCI 25 mg

150% FOR PROOFREADING

2J®]

[ Advil’PM
QU/I-GFLS®

Solub|l|zed Ibuprofen, 200 mg/

Diphenhydramine HCI, 25 mg

Allergy and Bleeding Warnings:

Read carton hefore use.

Do Not Use if foil barrier is broken.

Store at 20-25°C (68-77°F). Avoid excessive

heat above 40°C (104°F). Protect from light.

Dist. by Wyeth Consumer Healthcare

® \
Advnl PM
U/I-GELS ®
Solub|l|zed Ibuprofen 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.
Do Not Use if foil barrier is broken.
Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare
Madison, NJ 07940 Made in USA
By arrangement with R.P. Scherer Corp.

LoT

A,
X

N

Diphenhydramine HCI, 25 mg

Allergy and Bleeding Warnings:

Read carton before use.

Do Not Use if foil barrier is broken.

Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare

Madison, NJ 07940 Made in USA

By arrangement with R.P. Scherer Corp.

LoT
EXP

Madison, NJ 07940 Made in USA o3
By arrangememwnh R.P. Scherer Corp. Q\>
Lot (OVV
&

EXP

SJ®| s

dvil’PM %

LIQUI-GELS® >
Solubilized Ibuprofen, 200 mg/ &\%’

SP1100-1.FDA03

&> o g®
¢ Advil’PM
LIQUI-GELS®
L Solubilized [buprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.
Do Not Use if foil barrier is broken.
Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare
Madison, NJ 07940 Made in USA
By arrangement with R.P. Scherer Corp.

LOT
EXP

2J®]

dvil°PM
LIQUI-GELS®
Solubilized Ibuprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.
Do Not Use if foil barrier is broken.
Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare

Sg®
Advil°’PM
LIQUI-GELS®
Solubilized Ibuprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.
Do Not Use if foil barrier is broken.
Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare

Solubilized Ibuprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.

Do Not Use if foil barrier is broken.

Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare

Madison, NJ 07940 Made in USA

By arrangement with R.P. Scherer Corp.

Madison, NJ 07940 Made in USA Madison, NJ 07940 Made in USA
By arrangememwnh R.P. Scherer Corp. By arrangement with R.P. Scherer Corp.
LoT LoT
EXP EXP
e >R °*J® T
1 Advil°’PM
LIQUI-GFELS® LIQUI-GELS®

Solubilized Ibuprofen, 200 mg/
Diphenhydramine HCI, 25 mg
Allergy and Bleeding Warnings:
Read carton before use.

Do Not Use if foil barrier is broken.

Store at 20-25°C (68-77°F). Avoid excessive
heat above 40°C (104°F). Protect from light.
Dist. by Wyeth Consumer Healthcare
Madison, NJ 07940 Made in USA

By arrangement with R.P. Scherer Corp.

Graphics Development & Labeling Compliance
Five Giralda Farms, Madison, NJ 07940

Phone: (973) 660-5000 < Fax: (973) 660-6048

Vendor Identification

Graphics Development & Labeling Compliance
Graphic Artist: Jeffrey M. Caruso SC: 12/13/05

LOT LOT
EXP EXP
- -
282C
DRUG FACTS TEXT DEFINED TYPE SIZE
« HEADINGS N/A
* SUBHEADINGS/BODY TEXT 4 pt
Printer Notes « LEADING 4.3 pt
Printer to Replace all FPO Codes
with Scannable Art BULLETS /A
* SPACE BEFORE BULLET N/A
« WARNING BOX LINE, HAIRLINES N/A
CONFIDENTIAL 7 -1



Wyeth Consumer Healthcare NDA 21-394
General Correspondence: Labeling-Response to FDA Advil PM Caplet

Comments of December 12, 2005 Ibuprofen 200mg/diphenhydramine citrate 38 mg
December 13, 2005

L¥08¥c# 9p0d 82|
128 code #248041

ibuprofen, naproxen, or others]
m have 3 or more alcoholic drinks every day while

other pain reliever/fever reducer
m unless you have time for a full night’s sleep
m in children under 12 years of age
m right before or after heart surgery
m with any other product containing

using this product
m take more or for a longer time than directed

Do not use

steroid drug
m take other drugs containing an NSAID [aspirin,

nonsteroidal anti-inflammatory drug (NSAID), which

Stomach bleeding warning: This product contains a
may cause stomach bleeding.

If an allergic reaction occurs, stop use and seek
The chance is higher if you: m are age 60 or older
m have had stomach ulcers or bleeding problems
m take a blood thinning (anticoagulant) or

m if you have ever had an allergic reaction to any

medical help right away.
diphenhydramine, even one used on skin
m if you have sleeplessness without pain

Drug Facts (continued)

»

Purposes

......Pain reliever

*nonsteroidal anti-inflammatory drug

Uses

m for relief of occasional sleeplessness when

ly in people allergic to aspirin.

1#08¥c# ©p02 82|
128 code #248041

AND INFORMATION.

READ AND KEEP CARTON
FOR COMPLETE WARNINGS

Drug Facts
Active ingredients
(in each caplet)
Diphenhydramine citrate 38 mg...Nighttime sleep-aid
Ibuprofen 200 mg (NSAID)*....
associated with minor aches and pains
m helps you fall asleep and stay asleep

Warnings

Allergy alert: [buprofen may cause a severe allergic

reaction, espe

mhives mfacial swelling  m asthma (wheezing)

mshock mskinreddening mrash

m blisters

Symptoms may include:
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Ibuprofen, 200 mg / Diphenhydramine citrate, 38 mg
Pain Reliever (NSAID) / Nighttime Sleep-Aid

20 Coated Caplets* W
*Capsule-Shaped Tablets
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NDA 21-394
Advil PM Caplet
Ibuprofen 200mg/diphenhydramine citrate 38 mg
3/16" X 3/16" DATA MATRIX
CODE (ECC 200), PRINTED
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ON UNPRINTED WHITE

BACKGROUND.

Comments of December 12, 2005

General Correspondence: Labeling-Response to FDA
December 13, 2005
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Wyeth Consumer Healthcare

General Correspondence: Labeling-Response to FDA
Comments of December 12, 2005

December 13, 2005

ACTUAL SIZE

famings
fm Ask your doctor before use if you are pregnant, under a doctor’s
care for any continuing medical illness, age 60 or over, taking any
other drug or have stomach problems. m This product 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. m Do not use this
product if you have ever had an allergic reaction to any pain
reliever/fever reducer; unless you have time for a full night's sleep; in
Icm\dren under 12 years or with any other product containing

AdvilPM

PTG E R VTR TET R TN m o not take longer than 10 days, unless directed by a doctor
Pain Reliever (NSAID) / Nighttime Sleep-Aid
Caplets

R
WARNINGS AND INFORMATION
(see also www.advil.com)

EAD AND KEEP CARTON FOR COMPLETE | s

NDA 21-394
Advil PM Caplet
Ibuprofen 200mg/diphenhydramine citrate 38 mg

UNVARNISHED
UNPRINTED
AREA FOR LOT
& EXP.

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

Directions m do not take more than directed |

madults and children 12 years and over: take 2 caplets
at bedtime
not take more than 2 caplets in 24 hours
at 20-25°C (68-77°F)
Avoid excessive heat above 40°C (104°F)
Questions or comments? Call weekdays

3/16" X 3/16" DATA MATRIX

m This product may h bleeding.

rm continuous use may increasg the risk of heart attack or stroke. m helps you fall asleep and stay asleep

m When using this product drowsiness will occur. Do not drive a Uses m for relief of occasional sleeplessness when associated
(notor vehicle or operate machinery. Avoid alcoholic drinks. ~m Long with minor aches and pains

9AMto 5 PM EST at 1-800-88-ADVIL

Wyeth Consumer Healthcare
Madison, NJ 07940 Made in USA

CODE (ECC 200), PRINTED
IN BLACK OR DARK BLUE

150% FOR PROOFREADING

larnings

C\sk your doctor before use if you are pregnant, under a doctor’s
care for any continuing medical illness, age 60 or over, taking any
other drug or have stomach problems.  m This product 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,

AdvilPM

20 Ibuprofen, 200 mg/ Diphenhydramine citrate, 38 mg Caplets
Pain Reliever (NSAID) / Nighttime Sleep-Aid

ON UNPRINTED WHITE
BACKGROUND.

DATA MATRIX
CODE = 01642001

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

Directions w do not take more than directed
m do not take longer than 10 days, unless directed by a doctor
m adults and children 12 years and over: take 2 caplets

at bedtime

Caplets

stop use and seek medical help right away. m Do not use this

product if you have ever had an allergic reaction to any pain )
reliever/fever reducer; unless you have time for a full night's sleep; in
children under 12 years or with any other product containing

READ AND KEEP CARTON FOR COMPLETE
WARNINGS AND INFORMATION
(see also www.advil.com)

m do not take more than 2 caplets in 24 hours
Store at 20-25°C (68-77°F)

Avoid excessive heat above 40°C (104°F) |
Questions or comments? Call weekdays

diphenhydramine. m This product may cause stomach hleeding.
m When using this product drowsiness will occur. Do not drive a

Uses m for relief of occasional sleeplessness when associated 9AMto5 PV EST at 1-800-88-ADVIL U0164-20-1
Wyeth Consumer Healthcare FDAO3

motor vehicle or operate machinery. Avoid alcoholic drinks. mLong with minor aches and pains
rm continuous use may increase the risk of heart attack or stroke. m helps you fall asleep and stay asleep

Madison, NJ 07940 Made in USA
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Wyeth Consumer Healthcare NDA 21-393
Response re Pending Application: Labeling-Additional Advil PM Liquigel
Response to FDA Comments of December 12, 2005 I buprofen 200mg/diphenhydramine HCI 25 mg
December 14, 2005

/

PK17429-1.FDA02

NEW'

Solubilized|buprofen¥200moy/[DiphenhydraminelHCIF2sima] Solubilized[Ibuprofen¥200 may/ DiphenhydramingHC/25/mg
Pain Reliever{(NSAID)/[NighttimelSieepzAid} Pain Relievery(NSAID)/[NighttimelSleepsAid]

L4

AdyilPM

Solubilized Ibuprofen¥200]magf/{DiphenhydraminelHCI25]mg|
Pain Reliever (NSAID)Y/[Nighttime]SleepFAid

’/edCapsu/es

o Helps relieve your * Helps relieve your,
nighttimepain nighttime-pain

* Helps you fall asleep * Helps you fall asleep

and stay asleep when-— @ HG'pS relieve your and stay asleep when
YOl il nighttime pain

you have pain

* Helps you fall asleep
and stay asleep when
you have pain

Solubilized|buprofen¥200moy/[DiphenhydraminelHCIF2sima] Solubilized[Ibuprofen¥200/may/|DiphenhydramingHC/25/mg
Pain Reliever{(NSAID)/[NighttimelSieepZAid} Pain Relievery(NSAID)/[NighttimelSleepsAid]

L4

Wyeth®
Visit us at www.advil.com

Dist. by Wyeth Consumer Healthcare
Madison, NJ 07940 Made in USA

Each Carton Contains

By arrangement with R.P. Scherer Corp.

4 Liqui-Gels® (Liquid Filled Capsules)

R.P. Scherer Corp.
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Wyeth Consumer Heslthcare

Response re Pending Application: Labeling-Additional
Response to FDA Comments of December 12, 2005
December 14, 2005
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Advil PV T AdvilPM

Dist. by Wyeth Consumer Healthcare

Solubilized Ibuprofen¥200jmglD |phenhydram|n HCI¥25]mg| Madison, 107340 fhade I oA L a { / -

U.S. Patent Nos. 5,071,643 and 5,360,615

LIOUZaks
Pain Reliever (NSMD) | By arrangement with R.P. Scherer Corp. 50|Ubl|lzed lhummen ﬂ]I!]” |phenhydram|n I}EL'ﬁm]
Liqui-Gels®is a trademark of R.P. Scherer Corp. el Re“ever (NSAID)

carton P Solubilized Ibuprofen’20 m@ﬂm.m
AdVll M Pain Reliever (NSAID)[Nightfime]Icepsaic
‘ Gels® pej i'm ¥ 2 L 4|_,qu, -Gels® perjcarton z.‘ _

4 Liqui-Gels® percarton t.‘\ , ol capsules 4 Liqui- 4 Liqui-Gels® per carton

(Liquid Filled Capsules) g W sl Capsules A Co. o Capsules
Liquid Filled Capsules 4 Liquid-Filled Capsules Liquid Filled Capsules
W (Lig | PSUIES) 5 / IOUI-G’E 1S (Lig psules) (Lig PSUIES)

AdvilPM

SL1229-1.FDA02
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Wyeth Consumer Healthcare

Response re Pending Application: Labeling-Additional
Response to FDA Comments of December 12, 2005
December 14, 2005

NDA 21-394
Advil PM Caplet
I buprofen 200mg/diphenhydramine citrate 38 mg

¢ Helps relieve your nighttime pain

e Helps you fall asleep and stay

asleep when you have pain

50 Packets of 2 Caplets*
*Capsule-Shaped Tablets

Job Information Color Legend

Date 12/14/05 PASS #1
Component # PK16671-1.FDA02
Drawing # 4732

Regulatory Manuscript Version: 12/13/05 PROCESS PROCESS PANTONE
Formula # FLF# 0555-0008.00 CYAN MAGENTA 282C
Identification
PROCESS PROCESS PANTONE
Wye th YELLOW BLACK 279C

Consumer Healthcare
Graphics Development & Labeling Compliance
Five Giralda Farms, Madison, NJ 07940
Phone: (973) 660-5000 « Fax: (973) 660-6048

Printer Notes
Printer to Replace all FPO Codes

Vendor Identification with Scannable Art

PILL SOFT DROP SHADOW TO PRINT

Graphics Development & Labeling Compliance

Graphic Artist: Jeffrey M. Caruso SC: 12/14/05 PROCESS BLACK.
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« DRUG FACTS TITLE 9pt

« DRUG FACTS CONTINUED N/A

« HEADINGS 8pt

« SUBHEADINGS/BODY TEXT 6 pt

« LEADING 6.5 pt
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« SPACE BEFORE BULLET 2 ems

« BARLINES, HAIRLINES 15pt, 5pt

« SPACE BETWEEN HAIRLINES AND BOX END 2 spaces

Ibuprofen, 200.mg./-DiphenhydraminelcitrateX38]
Pain Reliever |(NSAID)-/-Nighttime[SlegpzAid

Ad

—] * Helps relieve your nighttime pain

e Helps you fall asleep and stay
asleep when you have pain

50 Packets of 2 Caplets*
*Capsule-Shaped Tablets

Caplets are enclosed in a sealed child-resistant pouch.
Do Not Use if the pouch is broken or torn.
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NEW'

Sample — Not For Sale

Ibuprofen, 200.mg/ DiphenhydraminglCitrate¥38img

Pain Reli

NEW'

ever (NSAID)-/Nighttime SlegpzAid

ckets of 2 Caplets*

*Capsule-Shaped Tablets

Sample — Not For Sale

Adval

Ibuprofen; 200 mg / DiphenhydraminelCitrateX38ima;

Pain Reli

ever (NSAID) / Nighttime SleepzAid

PHARMACODE FPO

miiTm

CONFIDENTIAL

PK16671-1.FDA02

e Helps relieve your nighttime pain L

e Helps you fall asleep and stay
asleep when you have pain

50 Packets of 2 Caplets*
*Capsule-Shaped Tablets

Wyeth® Visit us at www.advil.com
Wyeth Consumer Healthcare, Madison, NJ 07940 ©2005 Made in USA






