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Wyeth Consumer Healthcare

General Correspondence: Labeling-Response to FDA

Comments of December 12, 2005
December 13, 2005
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General Correspondence: Labeling-Response to FDA Advil PM Caplet
Comments of December 12, 2005 Ibuprofen 200mg/diphenhydramine citrate 38 mg

December 13, 2005

UNVARNISHED
ACTUAL SIZE UNPRINTED

AREA FOR LOT
& EXP.

S nu--muhm
OUR PRG? erku‘--lllill.

«
ot o ummn-m-ml
ks ol i 12 v e a2 ke

Blent o tndcxieshitons

3/16" X 3/16" DATA MATRIX
CODE (ECC 200}, PRINTED
IN BLACK OR DARK BLUE
ON UNPRINTED WHITE
BACKGROUND.

DATA MATRIX
CODE = 01642001

150% FOR PROOFREADING

Do Not Usa if seal under botils cap Imprinted wilh
“SEALED for YOUR PROTECTION" 13 broken or mlssing,

huprot ighenhydramin it 8 mg Gzles [FRAEATAIpoR ey kg WA
upro! fen, 2 mg. ennydramine ¢itrate, 38 mg Gaplets @A r ess direcl t] lor
sgg&}“"“m ’"d“““":zﬁg:f;wa:'g}&"gém& PamRehem(rlsmn)/wghmmesreepAm . -amﬂsmddi en 12 years and over,take 2 caplels

stop se and seek merfical htawasy. w D nolese this lets in 24 howrs
oo e READ AND KEEP CARTON FOR COMPLETE sln.%";?‘zﬁ’%"-é"{'""ﬁ‘%““

elieverfever reducer, unless you have bme lﬂ'i‘““ night 5 S'EHT in WARNINGS AND INFORMATION hnlabuve 40°G (104°F)
chifdren WE"ZY““ ot wihany other product (see also www.advll.com) aumi ts? Cal weekdays
diphennydrani SN 108 PHESTAL 3 0088 SOV

I
-Vli Iuru drowsiness will occut. Do not dnvea Uses w for refiet of occasional sleeplessness when associaled
olor A aleohofic drinks. m minor aches and pains Wyem Consumer Healtheare
:unhmnux ‘eye may increasg the risk of hear attack nrsl.mkr_ oke. mhelps you fall as aslcq: andslayasieep Madison, NJ 07940 MadeinUSA

Ask ywnr Iadar bolore m il ru are prn&am, undef a do:hur‘s
care for any continuing medic of over, Laking
nmer dmg of have stomach nmhlan; ‘m This product may ¢ nlse a

Job Information Color L
Date 12/13/05 PASS#3
Component # U0164-20-1.FDAQ3
Drawlng # 5514
Regulatory Manuscript Varslon: 12/13/05 PANTONE
Formuta # WH? 0555-0008 262¢
e DRUG FACTS TEXT DERNED TYPE SIZE
PROCESS

eth VELLOW - HEADINGS 45p

Consumer Healthcare = SUBHEADINGS/BODY TEXT 45pt
Graphl & Laball
Fiv Gialda Fams, Madison, R 07540 | PrinterNotes | |..ea0InNG 45pt
Phone: (373) 660-5000 » Fax: (973) 660-6048 Printer to Replace all FPO Codes ~BULLETS 35p

Vendor Identification with Scannable Art = >

Graphics Development & Labellng Complianca * SPACE BEFORE BULL ems
Graphic Artlst: Jeffrey M. Caruso SC: 12/13/05 = WARNING BOX LINES Spt

CONFIDENTIAL 7 -1



‘Wyeth Consumer Healthcars NDA 21-393
Response re Pending Apphicasion: Labeliog-Addienal § Advil PM Liguigel
Respocse fo FDA Comments of Drsaabe 12. 2005 Paiptofen 200mg/dipheabydracsine HCT 28 rag
December 14, 2005

° Hélps relieve your
nighttime pain

PILL SOFY GAOP SHADDW T0 PRNT
PROCESS HLATL

CONFIDENTIAL 5 -1



TVILNAQIENOD

“N9V18 $S320Hd

ANIEd 01 MOTYHS d0HO 1408 TTid

VY 9[qRUURIT Upm
28209 Odd 1% B3R140H 53 10jupd

SOB1/2L 78 OFRIT] ‘4 v e o)
s vy # pwemeeas) D)
UGNUINNUODI JGEUGA

o099 (5221 334 + 0003099 (828 #woud
OPRZD [N LOBRYA T3 WrED wn

SeI0N Joyuiid

oo o § Racadeieaxg Orviez

v Py
50054 5106

018338} JBUWNSULY)

LETVIN

VA oo 1hrsnaey Liojendey
£ 9700 yOrP
2v04 1622175 #
LSSVd SPIL meQ

qor

pueBey 10103

iz

002 b1 $9quiz0eq

S00T ‘TT 13qu339Q Jo NUAWW]) V(4 01 ssuodsay
{auonrppy-3uftaqu uoneonddy Supuag 21 ssuodsay
amAUN[ES 1oUmSsU) YIAM



Wyeth Consuroer Healthcare NDA 21394
Response re Pending Application; Labeling-Additional Advil PM Caplet
Responsc to FDA Comments of December 12, 2005 Ibuprofen 200mg/dipheabydramine citrate 38 mg
December 14,2005

o Helps relieve your nighttime pain

* Helps you fall asleep and stay

asleep when you have pain

50 Packets of 2 Caplets*
*Capsule-Shaped Tablets

Job Color Logend

Ouls 1211405 PASS 41
Chupaaice PHIGST1-| A2

Dawing
h.-..q ua-um Versiex: 121305
Farmala # FLF# 0555-0008.00

Idantitication

Wyeth

Consumer Haalthcare
oy Compioncs

Fom Gira . Mo, R 7340
Prone: (¥73) BR-5000 (373) B4
Vendor Idsnilfication n! Lo e il ""‘__
(Gl Oevviopmat  Labeiog ngiaaca | PILL SOFY DAOP SHADOW TO PRINT R e 17 T r-*-
Qrsphic et Jeftrey 2 Caresa 56 1271445 PROCESS BLACK. ey
Gumigerwan ......n;-.--—--—- voricewy gy

DRUG FACTS TEXT OEFIXED TYPE ARE
- DRUG FAGTS TITLE 951
+ DRUG FACTS CONTINUED WA
- HEADINGS ot
TEXY [
~LEADING [
+4 OF CHARMCTERS PERINCH ]
“BALETS S n T
« SPACE BEFORE BULLET 2ems s e A o .
= BARUNES, HARLINES 150t 5pt
- SPACE BETWEEM HAIRUNES AN bOX END

e e Sl
Exom u terecga braga s B et
et me wlimdemen

= T
R e

PKIBET1-1.FDADZ

{buprofen, 200 mg
" iPain Reliever {NSAID} /{1

W ckets of 2 Caplets*
Capsule -Shaped Tablets

 Helps relieve your nighttime pain ‘ o Helps relieve your nighttime pain

 Helps you fall asleep and stay « Helps you falf asleep and stay
asleep when you have pain asleep when you have pain

50 Packets of 2 Caplets* 50 Packets of 2 Caplets*
“Capsule-Shaped Tablets *Capsule-Shaped Tablets

Wyeth'

PHARMACODE PO
166711

CONFIDENTIAL 5 -1



