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BETAMETHASONE DIPROPIONATE GEL, 0.05%
(AUGMENTED?)
(Potency expressed as betamethasone)
* Vehicle augments the penetration of the sterotd.

FOR DERMATOLOGICAL USE ONLY [a only NOT FOR OPHTHALMIC USE

DESCRIPTION meth ipropi el (aur 1) contains 2 USP, a syn-

p B
topical use.
ccmpounds consisting pnmanly 01 synlhehc corticostervids lor use topically as ami mllarnmalory and ant-pruntic

agents.

qeﬂ is 9-fluoro-116,17 21-tnhydroxy- 168-methylpregna-1,4-diene-3,20-dione
17 21-dipropionate, with the mofecmar formula GogHgzFO7, a molecutar weight of 504 6, and the lollowing structur-
al formula;

cu,ococnpﬂ,

Each gram of prop gel contains: 0.64 mg belamethasone di e, USP
ot to 0.5 mg in an aug gel base of purified water, propylene mum:\e« 940,
and sodium hydroxide.
CLINICAL PHARMACOLOGY: Like other topical C s
1y, anti-pruntic, and The hanism of the anti-r acuvny o! the lopu:a!
storoids, in general, is unclear. Howaver, conmstemids are thought to act by the tnductm of phosphalipase A
inhibitory pmlems. y cailed lip that these profeins control the biosynthesis of po(en%
! uch a nd k by inhibiting the release of their common pre-
cursor, arachldomc acid. Arachmomc acid is released from by phespholipase Ag.
The extent of p b ids is by many factors
lndudlng the vehicle and the int of the epiderma! bamer Oodustve d(essmgs with hxdrooomsme for up to 24
hours have nol been demonstraled to increase however, of for 96 hours
ids can be absorbed from normal intact skin, In addition, inflam-

markedly opu:al
mation and/or other disease pmoesses in the skin maj ncmasaigmnmus absorption. Studies performed with
indicate that d is in r-high range of potency as compared with

gel
ather topical corticosteroids. .

INDICATIONS AND USAGE: ipropi g isa super-hgh potency codicosteroid
md:cated b: lhe reltel of the i y and pruritic g of

wegks is not and the tolat dose should nol exceed 50 g per week
because of polermal for the drug to suppress the hypoihaiamic-pituitary-adrenal {HPA} axis.

This product is not recommended for usa in children under 12 years of age.

CONTRAINDICATIONS B ipropk is
tory y to any of the of the p

in those patients with a his-

PRECAUTIONS: General: B gel ( should not be used in the treatment of
rosacea of perioral dermatilis, and #t shoutd not be used on the face, grain, or in the axlfae.

Systemic of topical L ids can produce ibd ic-priutary-adrenal (HPA} axis sup-
pression with Iﬁe potential for gl i i of

Cushing's and gi ia can also be produced n some patients by sys{emuc absctphon
of topscal conticosteroids white on treatment.

Al 7 g per day (applied once daily or as 3.5 g twice daily), i get was shown
to cause inhibition of the HPA axis foflowing apglication for one, two of three weeks 10 diseased skin in soma patients
with psoriasis or atopic dermalrtis. These effects were upon i of

Patients receiving gel applied 10 large areas should be evaluated periodi-
cally for evidence of HPA axis suppressu)n This may be done by u&nqme -stimulation, morning plasma cortr
sol and unnary free-cortisof tests. Patients shouki not be treated with

gel
for more than 2 weeks al a lime, and amounts greater than 50 g per week shoutd nof be ‘used because of the poten-
tial for the drug 1o suppress the HPA axis,

It HPA axis suppression is noted, an attempt should be made to withdraw the drug, to reduce the frequency of applr-

(aver)
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! 0168-0266- 3 " See crimpof tube for Control No. and Exp. Date. |
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* Vehicle augments the penetration of the steroid: - : NET WT 50 grams

NDC 0168-0266-50 : g
Vel tels only FOR DERMATOLOGIC USE ONLY Sw -~
loug NOTFOROPHTHALMICUSE | © 2% B
: LT Z 0K
BETAME.';HASONE DIPROPIONATE  apninG: Keep out of reach | s Eok=
(Potency expressed as betamethasone) ) ,‘_t E iy g
* Vehicle augments the penetration of the steroid. NET WT 50 grams | O g b= g <
F ——————————————————————————————————————————————————————————————————————————— !
1
/ t USUAL DOSAGE: See package insert for full prescribing : i
>~ i information. TO OPEN: To puncture the seal, |
- i Store between 2° and 25°C (36° and 77°F). Jﬁ‘éf&f:_ttge gﬁt%?ﬂg tﬁﬂﬁge gzjes oo
' I IMPORTANT: The opening of this product is covered by a metal P down ﬁrmﬁ, untit seal is open. !
I tamper-resistant seal. If this seal has been punctured or is not !
[ visible, do not use and return product to place of purchase. To close, screw the cap back !
' E.FOUGERA & CO. onto the tube. 1
b a division of Altana Inc., MELVILLE, NEW ?ORKH 1747 !
; ..................... -ﬁ%f»"""'"";"i;':-:;—_':j ....................................
: NDC 0168‘0266'%9 & ) m"i,? only Each gram contains: 0.64 mg
: oy o betamethasone dipropionate,
! rougera USP (equivalent to 0.5 mg
; BETAMETHA?ONE DIPROPIONATE betamethasone) in a gel base
: 0 * of purified water, propylene
| GEL, 0.05% '»(’AUGMENTED ) glycol, carbomer 940 and
I (Potency expressed as betamethasone) ' sodium hydroxide.
| :
|
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MELVILLE, NEW YORK 11747

NDC 0168-0266-5
/{ND 20 I only
v fougera FOR DERMATOLOGIC USE ONLY
L/ NOT FOR OPHTHALMIC USE
% BETAMETHASONE Each gfam contains: 0.64 m
betamethasone dipropionate, US
/] DIPROPIONATE GEL, (equnvalerlmt g) 0.5 m? betq;peéhaso?e)
in a gel base of purified water,
|/ 0.05% (AUGMENTE D*) propylene glycol, carbomer 940 and
| /|(Potency expressed as betamethasone) sodium hydroxide.
/'Vehicle augments the penetration of the steroid.  NET WT 50 grams
q
] oy
Store between 2° and 25°C
USUAL DOSAGE: See package insert for  ~. o
L/1full prescribing information. (36° and 77°F).
TO OPEN: Use cap to puncture seal. »* See crimp of tube for Lot No. and
IMPORTANT: Do not usg if seal has b_e?a'ﬂ' Expiration Date.
punctured or is not visiblg. ~ X4451 R2/03
L WARNING: Keep outof reach of chiféen.
rovomgsce) P il
a division of Altana-lnc
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See crimp of iube lor Control No. and Exp. Date.
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NDC 0168-0266- 15 !
ougera® A
BETAMETHASONE DIPROPION

GEL, 0.05% (AUGMENTED"*)

(Potency expressed as betamethasone)
* Vehicle augments the penetration of the steroid.

\r [ pae) (

}oq DERMATOLOGIC USE ONLY

s NOT FOR OPHTHALMIC USE

\‘)vmmne Kéepout of reach
of children.

NET WT 15 grams

BETAMETHASONE
DIPROPIONATE

GEL, 0.05%
(AUGMENTED*)

cugera®

USUAL DOSAGE: See package insert for full prescribing information.
Store between 2° and 25°C (36° and 77°F).
IMPORTANT: The opening of lhis product is covered by a metal
tamper-resistant seal. If this seal has been punctured or is not visible,
do not use and return product to place of purchase.

E. FOUGERA & CO.
a division of Altana Inc., MELVILLE, NEW YORK 11747 &\

TO OPEN: To puncture the seal,
reverse the cap and place the
ppncture-top onto the tube. Push
oy firmly until seal is open.

(Q-. o close, screw the cap back

onto the tube.

L

NDC 0168-0266-15 m "\\

ougera® °”'Y
BETAMETHASONE DIPROPIONATE
GEL, 0.05% (AUGMENTED")

(Potency expressed as betamethasone)
* Vehicle augments the penetration of the steroid.

Each gram contains: 0.64 mg
betamethasone dipropionate,
USP (equivalent to 0.5 mg
betamethasone) in a gel base
of puritied water, propylene
glycol, carbomer 940 and
sodium hydroxide.

NET WT 15 grams

+
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NDC 0168-0266-15

ougera®

| |BETAMETHASONE

DIPROPIONATE GEL,
0.05% (AUGMENTED*)

(Potency expressed as betamethasone)

only

FOR DERMATOLOGIC USE ONLY

NOT FOR OPHTHALMIC USE
Each gram contains: 0.64 S
betamethasone dipropionate, US
(equivalent to 0.5 m? betarnethasons)
in a gel base of purified water,
propylene glycol, carbomer 940 and
sodium hydroxide.

* Vehicle augments the penstration of the steroid. NET WT 1 5 grams

USUAL DOSAGE: See package insert for

full prescribing information.

TO OPEN: Use cap to puncture seal.
IMPORTA De-

puncturedior is: r{ot v;s

f/ WARNIN!G:‘Keep )! rmb!@

E. FOUGERK"&
a division of Altana Inc.
MELVILLE, NEW YORK 11747

Store between 2° and 25°C
(36° and 77°F).

imp of tube for Lot No. and
Expiration Date.
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