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NON-DFL FORMAT

TYPE SIZES:

HEADINGS: 5 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 5 pt Helvetica Neue 77 Bold Cond

TEXT: 5 pt Helvetica Neue 57 Cond

LEADING: 5.5 pt

BULLETS: 4 pt Square with 3 spaces between statements

TELEPHONE #: 5 pt Helvetica Neue 77 Bold Cond
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4-22-15



Draft Labeling
ANDA 206581
Ibuprofen Sodium Caplets, 256 mg

1000 Count Label

rasssasr1 ELA 34A

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

O3y

I
| 0L06% I ‘v

CODE

* no vamish « no colar

" 85893 FA FI
¢

N
by
t‘
R

0000"00000%" o

Ag pnqusa

0VZ5-612-008" |  SJUILLILLIOD 1O SUOISANY

BpIXOIP WN |UE) | ‘0[ B} ‘B 18
1Aang) wnpos oy o) e kuinAjod ‘00K 6 aus iy efod oy uuew m oeAapix o uol) ‘e ajsouow A0 KIB ‘B)e|
WNUING 8 Moj1BA JRCH ‘BBl WNUILNE Z#BNq D94 BPNOP LS BPOII0 SJUaIpasbiul aAjoeu|

{0 1)-07BACTE Bl BNSSE0ND PI0AE | ol L-89) 0,52-(2 1B 2Joism
&N a0Pq o alp puesBuuBM B prrm B £z WNpPOS:SUIEIL0 2 1B|qE) LpE |

uonELLIOJUI J5YID

10}90p € YSE ‘8IBaA Z | JBpUNUAIP|LI W

10R0pE Aq pejoalp SN ‘UN0Y 7 U S & GE} 9 PO EXBI L (P W

paesn aqABy S|9[e) 2'18(qe} | 0} puodsal}au saop Jeag) o uedym

1sis.8d swojdufs gums.noy 9 0} A1 J9[e) | 8XE} UBA0 PUBSIEBA Z | UBIP| ) IPUE SYNPE M

Pasn aq pinoys as0p aAIY2)S9||EWS B} W PATIUIP LEY) aDWaNe} puopm  SUOJIaII(]

(ez\-zzz-08- 1) feme

1 18ED 01309 U0S| O BIER00.10 djay [BIPaw 1B’ 8s0p.B/0 J0 858D U] LBJPIIYJ0 YIEal Jo N0 dagy

*fianjep Gunp suoj B0y dw 00 Jo pYd uoqunayy U swe gaid snea

w3 asnB28q J0300p B Aq 080p 0} pajoalp Ajgjuyep ssejun Aueu Bad Jo sypow € 158 a3Buunp ey aidng

&an 0} ou e podw) A eadsa 111" asn al0jaq |eu aissa) ald Yyeay e yse ‘fuipaaj-jsealq o Jueubaud |

Jeadde auodwhs meu Avem  ©oJe yuied ay ujjuased § Gujjems Jossauparm

sAEp g uey} a1au SBE| X0 8sJomspl Jonsy m sfepQ| uey)aiau sjse)ioesion sjeb updm
Beqp0iouseopEy} Ujed YOBWOJSAABY M S|00F ¥0€1q10AP00K BABY M PoO)] JWOAN R [0 m

Buipss g yoru ojsp sulis Gumopojayijo uesouspade nof m

Jiopope)se pe asndag

pajoalp ueyy »6u0| 20110 palos.p UBLRSI0W 85N NOA J 8588 ) ABW DS J0 HIBNE LS ONSY ) M
$4n300 1SN YIBWIOIS J YW J0 PO} LM SE)m  Jonpoidsiyy Buisn LBuM

Gnipiapofue Bupeym

ujds e Jo 3y eueq S ) 8se alo ep Aew uay0.xdng|8sned &g ‘axol B J0NIBHE YEaY 10} U dse Dupe) m

UDJY U 0O SN 0|18 AUB J0) B80S JOJO0PE BPUNE  AIBNOK )| 88N a10jaq JspeuLeyd 10 J0pop &) sy
ajainpe Gupje; aenclm

BLUYISE 10 oseas|pAaupp| ‘SBaY JoN) ‘BseaE p yesy ainssaid pooiqubly aveynofm

uIngyeay seyans ‘sweqoid yoewols o Aojsy e aveynolm

SV NPelians) JosBe | al ufed Buie) wouy sjoays apis snojses o swead aveynolm

oA 0} sa)dde Gupem Bupes|q yoewo}S @ J1 @SN 3109 J0R0OP B Y Sy

Aieb.ns yesyaye 0 8109q LB UM

J80rpal JBAayeAs|pJ ued Bup Aue o} uooeal o fig e UB peY JoAS BABYNOA))m  3sn U of
pejas.p UBY} e 1e6 U0 10} 10 W ajE) B

1onpo.d sy Bujsn 8)iym Kep A30A8 UL A0 0O[EBIOW JOE ENEY M

[s1a 0.0 ‘vax ardeu 'us Joadng ) u dse] saySN Lo pdu B arduau 20 uodisosed Bujue o o Srup Joylo ae} m
Bnup pjos s Jo (uen Deo que) Bu Uy} poo ] € ae}

swenad Buipas|q oS80 YIBWOE PEY 2ABY M BP0 10(P bk arm

oAy 1ayfy s S0UBLIBYL

Bupagquoewoisamsas asnea few yajym 0 vaN U suejuoo ynpod sy :Bujuiem Buip sajq yoewas
‘feme 161) djay Bopav ¥p e pue 8sn do B ‘Snd00 uojJes a s |e uB Y

siesqm \pEm Guuspauysm youysm Puzesymlewysem Oujpms Eoeim saym
Bpngu| few swoyduls

“ujdse 001608 8|doad uj A e adse‘uooess o 6.1 |Balemes Basned Auw uapxdng) pajekbis

sBunuey

Jome) ssonpal A)selod we) m
SPIYPBYP URdIQIIE  SBYJE JBNOSTIU M P00 UOWILIOD &y)m
sdweidjENqSUaL W BYJIB] M L] yIepeay
0}8rp sued pue SaYd . Jou W saA3 . A)Lseod we) m
sasf)

6rup AiojBuw e | H U8 BpJ0I 8} o,

180Npa1 B8 418818 Ued" """ . {0IWSN Bw 96z wnpos usjp.xdng)se pepraid) Bu Oz ueyaidiq
asoding (131981 yoea uy) juaipaibul anyy
INISSIN HONINDHE SI VD HIANN W3S A3 LN d 4l 33N 10N 00 I slaeJﬁmd

ts 200 mg
FILM-COATED
IBUPROFEN
SODIUM
Caplets**

(Provided as
/Fever Reducer (NSAID)

?rofen
e

Ibu
Tab

Ibuprofen Sodium 256 mg)

1 00I OhTAdB !,.IETS

Pain Rel

TO ARTIST
DO NOT use color
behind the Part #.

DO NOT change

position of part #.

STANDARD FORMAT

TYPE SIZES:
TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 65 pt

ing between stat

BULLETS: 5 pt Square with 2 M'S sp
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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Ibuprofen Sodium Caplets, 256 mg
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FILM-COATED
IBUPROFEN
sobium
Caplets**

(Provided as Ibuprofen Sodium 256 mg)

Pain Reliever/Fever Reducer (NSAID)

TOTABLETS
**capsule shaped tablets
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For current labeling information, please visit https://www.fda.gov/drugsatfda
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6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6 pt

vetica Neue 77 Bold Cond Oblique
TITLE (continued): 7 pt Helvetica Neue 77 Bold Cond Oblique
Helvetica Neue 57 Cond
HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

BULLETS: 5 pt Square with 2 M'S spaci
HEAVY LINES: 1.5 pt

MODIFIED FORMAT
TYPE SIZES:

TITLE: 8 pt Hel
(continued) 7 p
SUBHEADINGS:
HAIRLINES: 0.5 pt
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Draft Labeling
ANDA 206581
Ibuprofen Sodium Caplets, 256 mg
1

This label may not be the latest approved by FDA.
80 Count Carton
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(Provided as Ibuprofen Sodium 256 mg)

Ibuprofen Tablets 200 mg
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For current labeling information, please visit https://www.fda.gov/drugsatfda
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TITLE (continued): 7 pt Helvetica Neue 77 Bold Cond Oblique

(continued) 7 pt Helvetica Neue 57 Cond
HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique

SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6 pt
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique
HEAVY LINES: 1.5 pt

MODIFIED FORMAT
BULLETS: 5 pt Square with 2 M'S

TYPE SIZES:
HAIRLINES: 0.5 pt






