CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:

75-374

APPROVED DRAFT LABELING




RN

e

11TV
fougera®

DIFLORASONE DIACETATE
OINTMENT USP, 0.05%

only
FOR EXTERNAL USE ONLY  NOT FOR OPHTHALMIC USE
DESCRIPTION: Difiorasone diacetate ointment containg 0.5 mg dfiorasons diacetase in an oint-

ment base.

[ difiorasons diacetate s 8a.9-difuoro-11p, 17.21-Friydroxy- 188-methyipregna-1 4-
mnm-mmumu&nwﬁm-mm
of 484.54. The struchural formula is represented below:
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Each gram of difforasone diacetate ointment, for topical adminisiration, containg 0. mg difior-
xmn-mmmmammmmw
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. Buming 9. Perioral dermatisg
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4 m 12 Secondary infections
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8. Hypertrichosis 14, Srige
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8. Hypopigmentaion
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E. FOUGERA & co.
4 division of Alana inc. 1243
MELVILLE, NEW YORK 11747 m%
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fougera WARNING: Keep out of repch | | gg §‘,
DIFLORASONE DIACETATE of chidren. g%;; =
OINTMENT USP, 0.05% _ NETWT60grams | B53ES 4
"“/!'L"su;gs.e;;a;“;;.';.;;.;:;;;..;.;;];;, """""" o SR h
— i See package insert prescribing information toomuomuud.m

Store at controlled room temperature 15°-30°C (59°-86°F). Keep tightly : hwmdnhm punciure-top ondo .
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i ftube. Push down frmly untll seal i
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| NDC 0168-0243-60 | Ron Each gram conaing: 05 mg
- fougera'® L e i
. DIFLORASONE DIACETATE =~ "=~

: OINTMENT USP, 0.05% NET WT 60 grams

DoeSIZE 1.375°x 1.375" x 6.187°
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NDC 0168—0243-6‘9 .only Fon ExTERuAL use oMy % i B J;*\
fougera WARNING: Keep ot of reach | [ 3; % §r‘ .
DIFLORASONE DIACETATE =~ %™ R ="
OINTMENT USP,0.05% NETWT60grams | @ 55145 : 1/

USUALDOSAGE to affected area 1 to 3 times daily.

See package insert prescribing information. TO OPEN: To punciture the seel, reverse

,X

i Smatoommlodloanbmpew' lS“-&°C(59°—86°F) wa the cap and place the punciure-lop onto j

: IMI?ORTANT.The. of this product is covered by a metal tamper- wmmmuuh . ’

| E.FOUGERA S CO. R -

: a division of Alkana Inc., MELVILLE, NEW YORK 11747 o g &

f NDC 0168-0243-60 Each maios: 05 mg | ®
f_Tﬁ PY m only dllorat::“ ::adcmmg :’j 'é
. DIFLORASONE DIACETATE "=~ |
OlNTMENT USP, 0.05% NET WT 60 grams o

Phama :#233

Die SIZE: 1.375° x 1.375" x 6.187°

rbml :1X4487
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NDC 0168-0243-30 " Bony . FOR EXTERNAL USE ONLY

f——_ ® ;  NOT FOR OPHTHALMIC USE

Mera WARNIN:: Keep out of reach
‘ : chiidren.

DIFLORASONE DIACETATE .

OINTMENT USP, 0.05% + NET WT 30 grams

USUAL DOSAGE: Apply 1o #fiected aree 1 1o 3 times dely ;

See package insert for full prescribing information. . TO OPEN: To puncture e seal, reverse

MPORTANT. The openei f i oo o oy & s amart e e, Puh G by o o

seal. if this seal has been punctured of is not visible, do not use and return ; open,

product to place of purchase. To closs, orew e cap baok onto the
£. FOUGERA & CO. . tube.
a division of Atana Inc., MELVILLE, NEW YORK 11747

NDC 0168-0243-30 only . Emch oram “:n“% .03«\ m

fougera”® e R

DIFLORASONE DIACETATE

OINTMENT USP, 0.05% i NET WT 30 grams
BN

Itom# :IW4488

Pharma :#189

Die SIZE:1.2187° x 1.0" x 5.3125°
Colors: Black, Process Yellow
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OINTMENT USP, 0.05%

NET WT 30 grams
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DIFLORASONE DIACETATE b

USUAL DOSAGE: Aooz‘wahadmno:ﬁlmddy
See package insert for full preecribing information.

Store at controlied room temperature 15° -30°C (59°-86°F). Keep tightly closed.
IMPORTANT: Th.oponngdmnwoma-mmdbylmmmrmm
seal. f this seal has been punctured of is not visible, do not use and return
ptoduatophuofwrd\uo

E.FOUGERA & C

a division ome inc., MELVILLE, NEW YORK 11747

" TO OPEN: To punoiure the seal, reverse

the cap and the puncture-top onto
lho& Nﬁmmwmu

. open,

To close, sorew the cap back onto the
tube.

NDC 0168-0243-30 only 5“" oram amt:.m: .o.:h m
fougera® S ez i
DIFLORASONE DIACETATE

OINTMENT USP, 0.05% - NETWT 30 grams

7

item# :IW4458
Phama :#189

Colors: Black, Process Yellow

Die SIZE:1.2187° x 1.0° x 5.3125*
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DIFLORASONE DIACETATE
OINTMENT USP, 0.05%

e e o e e e it o ¢ 5 4 ¢ o ¢ S+ S o S S A > & o -
© USUAL DOBAGE: Apply I affected wea 1 103 mes '

e g
15°:30°C (I°-00°F),

. IMPORTANT: The cpening of thin product is covered by s
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. NETWT 18 grams |
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i DIFLORASONE DIACETATE

I OINTMENT USP, 0.05% NET WT 15 grams

ltom® -1U4486
Pharma: #188
Colors:

Die Size:1.083" x .875° x 4.250°
Black, Process Yellow
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NDC 0168-0243-15 Blony - FOREXTERNAL UsE ONLY
fougera® VARG, Kowp b f
DIFLORASONE DIACETATE o ciren.

OINTMENT USP, 0.05%

| seel ¥ s saal s besn punchured of 1e not vieie, 40 N0t use and reasn
. product 10 plecs of purchase.
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& divieon of ARena inc, MELVILLE, NEW YORK 11747
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NDC 0168-0243-60 ; . only
fouger a’ . | Each gram oontaine: 0.5 mg

ditiorasone diacetate in a

l
DIFLORASONE DIACETATE :yhg' ﬁ:ﬂﬂo “: ng‘w::
OINTMENT USP, 0.05% " andwhite petrciatum.
FOR EXTERNAL USE ONLY i ‘
NOT FOR OPHTHALMIC USE : NET WT 60 grams
USUAL DOSAGE: Apply to affected area 1 to 3 Store at oontrolled room
times daily. . temperature 15°-30°C (59°-88°F),
See package insert for full prescribing information. tightly closed.

WARNING: Keep out of reach of children. : See crimp of tube for
TO OPEN: Use cap to puncture seal. oy L°' No. and Exp. Dlt.
IMPORTANT: Do not use if seal has been .

punctured or is not visible. P

E. FOUGERA & CO, | I"I'
a division of Altana Inc. ;

MELVILLE, NEW YORK 11747 0168- 243- 3

- 6.000

ltom# :X4487

Die Size: 1.125"° x 6.00°
Pharma :#233

Colors: Black, Process Yellow
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DIFLORASONE DIACETATE ' ik woaing o peprucs | | 29
OINTMENT USP, 0.05% o white petrolatum,
FOR EXTERNAL USE ONLY ‘ '
NOT FOR OPHTHALMIC USE NET WT 60 grams
USUAL DOSAGE: Apply to affected area 1 to 3 -  Store at controfied room
times daily. temperature 15°-30°C (59°-88°F).
%e;a;;?lﬂ(égo insert 1orfful| prﬁn?'m information. - s'(::g i dm
Keep out of reach of children.
TO OPEN: Use cap to puncture seal. : L°' No. and Exp. D"‘
IMPORTANT: Do not use if seal has been
punctured or is not visible. .-
E. FOUGERA & CO. | IM"'I Il ll l
a division of Altana Inc. ‘
MELVILLE, NEW YORK 11747 ‘ 0168-0243-60 2
Iltom#¥ : X4487
Die Size: 1.125" x 6.00°
Pharma ;#233
Colors: Black, Procsss Yellow
L
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. OINTMENT USP, 0.05% Sawipercam e
| . FOR EXTERNAL USE ONLY S o
: ' NOT FOR OPHTHALMIC USE ¢ NETWT30grams ..
2687 | —
: : Sore at controlied
; USUAL DOSAGE: Apoly 10 aflected area 1 1o 3 corroled oo o |
. See insert for fult pr information. Keep tightly closed. —-= :
. 'IWC?O';'ENP?&” outtool reach <.J| ::' ren. ) &“mw . ) ~
‘ | IMPORTANT: Do not use I seal has been 4486 RO ;. | o :
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. E.FOUGERA & CO. : ﬂ m mu I o o -
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ltom# W4486
Die Size:.875° x 5.25*
Pharma #189
Colors Black, Process Yellow
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f a E.dq containg: 0.5

rouger Mm daceiate in mg

DIFLORASONE DIACETATE _vehicle consisting of mm:

OINTMENT USP, 0.05% and white petrolatum.

FOR EXTERNAL USE ONLY '

NOT FOR OPHTHALMIC USE : NETWT 30 grams
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WARNING: Ksepunotret%h of children. m ' See arimp of tube for

TO OPEN: Use cap to punchure seal. w«a'i““““ Wm
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Die Size:.875° x 5.25*
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Colors Black, Process Yellow
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OINTMENT USP, 0.06% oY monastearsts .

anvd whits petrolatum.
FOR EXTERNAL USE ONLY
NOT FOR OPHTHALMIC USE ! NEI’W.T 18 mo
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ltom# U4485

Die Size: .750° x 4.0°
Pharma #188

Colors Black, Process Yellow




e ———-

ﬁocm&om-m """""" }7"'7‘;‘;‘1‘"“"';—53 ‘ .-
fouger o e oA 20 59
DIFLORASONE DIACETATE :Yohidle wneisting of propylens - ;
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OINTMENT USP, 0.05%  and white petrolstum. A
FOR EXTERNAL USE ONLY : )
NOT FOR OPHTHALMIC USE : NET w1' 15 grams

USUAL DOSAGE: Apply to affected ares | Mnmﬂm

1103 timee duiy. ¢ 19°00°0 B0 40°F), ! - o
See package ineert for full prescribing : Koop tghiy sissed. g e
information. $00 winp of Wbe for . . e
WARNING: Keep out of reach of children. ; “"‘“'!W- I— - !
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