
In reproductive studies in rats, impairment of fertility was not
produced in male or female rats by subcutaneous doses up to
15 mcg/kg (approximately 0.01 times the estimated maximum
clinical topical dose from Mometasone Furoate Cream 0.1% on
a mcg/m2 basis).

Pregnancy:  Teratogenic Effects:  Pregnancy Category C: Corti-
costeroids have been shown to be teratogenic in laboratory
animals when administered systemically at relatively low dosage
levels. Some corticosteroids have been shown to be teratogenic
after dermal application in laboratory animals.

When administered to pregnant rats, rabbits, and mice,
mometasone furoate increased fetal malformations. The doses
that produced malformations also decreased fetal growth, as
measured by lower fetal weights and/or delayed ossification.
Mometasone furoate also caused dystocia and related complica-
tions when administered to rats during the end of pregnancy.

In mice, mometasone furoate caused cleft palate at subcuta-
neous doses of 60 mcg/kg and above. Fetal survival was
reduced at 180 mcg/kg. No toxicity was observed at 20 mcg/kg.
(Doses of 20, 60, and 180 mcg/kg in the mouse are approxi-
mately 0.01, 0.02, and 0.05 times the estimated maximum clin-
ical topical dose from Mometasone Furoate Cream 0.1% on a
mcg/m2 basis.)

In rats, mometasone furoate produced umbilical hernias at
topical doses of 600 mcg/kg and above. A dose of 300 mcg/kg
produced delays in ossification, but no malformations. (Doses
of 300 and 600 mcg/kg in the rat are approximately 0.2 and 0.4
times the estimated maximum clinical topical dose from
Mometasone Furoate Cream 0.1% on a mcg/m2 basis.)

In rabbits, mometasone furoate caused multiple malforma-
tions (eg, flexed front paws, gallbladder agenesis, umbilical her-
nia, hydrocephaly) at topical doses of 150 mcg/kg and above
(approximately 0.2 times the estimated maximum clinical topical
dose from Mometasone Furoate Cream 0.1% on a mcg/m2

basis). In an oral study, mometasone furoate increased resorptions
and caused cleft palate and/or head malformations (hydro-
cephaly and domed head) at 700 mcg/kg. At 2800 mcg/kg most
litters were aborted or resorbed. No toxicity was observed at 140
mcg/kg. (Doses at 140, 700, and 2800 mcg/kg in the rabbit are
approximately 0.2, 0.9, and 3.6 times the estimated maximum
clinical topical dose from Mometasone Furoate Cream 0.1% on
a mcg/m2 basis.)

When rats received subcutaneous doses of mometasone
furoate throughout pregnancy or during the later stages of preg-
nancy, 15 mcg/kg caused prolonged and difficult labor and
reduced the number of live births, birth weight, and early pup
survival. Similar effects were not observed at 7.5 mcg/kg.
(Doses of 7.5 and 15 mcg/kg in the rat are approximately 0.005
and 0.01 times the estimated maximum clinical topical dose
from Mometasone Furoate Cream 0.1% on a mcg/m2 basis.)

There are no adequate and well-controlled studies of terato-
genic effects from topically applied corticosteroids in pregnant
women. Therefore, topical corticosteroids should be used during
pregnancy only if the potential benefit justifies the potential risk
to the fetus.

Nursing Mothers: Systemically administered corticosteroids
appear in human milk and could suppress growth, interfere with
endogenous corticosteroid production, or cause other untoward
effects. It is not known whether topical administration of corti-
costeroids could result in sufficient systemic absorption to
produce detectable quantities in human milk. Because many
drugs are excreted in human milk, caution should be exercised
when Mometasone Furoate Cream 0.1% is administered to a
nursing woman.

Pediatric Use: Mometasone Furoate Cream 0.1% may be
used with caution in pediatric patients 2 years of age or older,
although the safety and efficacy of drug use for longer than 3
weeks have not been established. Use of Mometasone Furoate
Cream 0.1% is supported by results from adequate and well-
controlled studies in pediatric patients with corticosteroid-
responsive dermatoses. Since safety and efficacy of
Mometasone Furoate Cream 0.1% have not been established in
pediatric patients below 2 years of age, its use in this age group
is not recommended.

Mometasone Furoate Cream 0.1% caused HPA axis suppres-
sion in approximately 16% of pediatric patients ages 6 to 23
months, who showed normal adrenal function by Cortrosyn test
before starting treatment, and were treated for approximately 3
weeks over a mean body surface area of 41% (range 15% to
94%). The criteria for suppression were: basal cortisol level of
≤ 5 mcg/dL, 30-minute post-stimulation level of ≤18 mcg/dL, or
an increase of <7 mcg/dL. Follow-up testing 2 to 4 weeks after
study completion, available for 5 of the patients, demonstrated
suppressed HPA axis function in one patient, using these same
criteria. Long-term use of topical corticosteroids has not been
studied in this population (see CLINICAL PHARMACOLOGY –
Pharmacokinetics section).

Because of a higher ratio of skin surface area to body mass,
pediatric patients are at a greater risk than adults of HPA axis
suppression and Cushing’s syndrome when they are treated with
topical corticosteroids. They are, therefore, also at greater risk of
adrenal insufficiency during and/or after withdrawal of treat-
ment. Pediatric patients may be more susceptible than adults to
skin atrophy, including striae, when they are treated with topical
corticosteroids. Pediatric patients applying topical corticos-

teroids to greater than 20% of body surface are at higher risk of
HPA axis suppression.

HPA axis suppression, Cushing’s syndrome, linear growth
retardation, delayed weight gain, and intracranial hypertension
have been reported in pediatric patients receiving topical corti-
costeroids. Manifestations of adrenal suppression in children
include low plasma cortisol levels, and an absence of response
to ACTH stimulation. Manifestations of intracranial hypertension
include bulging fontanelles, headaches, and bilateral papilledema.

Mometasone Furoate Cream 0.1% should not be used in the
treatment of diaper dermatitis.

Geriatric Use: Clinical studies of Mometasone Furoate Cream
0.1% included 190 subjects who were 65 years of age and over
and 39 subjects who were 75 years of age and over. No overall
differences in safety or effectiveness were observed between
these subjects and younger subjects, and other reported clinical
experience has not identified differences in responses between
the elderly and younger patients. However, greater sensitivity of
some older individuals cannot be ruled out.

ADVERSE REACTIONS In controlled clinical studies involving
319 patients, the incidence of adverse reactions associated with
the use of Mometasone Furoate Cream 0.1% was 1.6%.
Reported reactions included burning, pruritus, and skin atrophy.
Reports of rosacea associated with the use of Mometasone
Furoate Cream 0.1% have also been received. In controlled clinical
studies (n=74) involving pediatric patients 2 to 12 years of age,
the incidence of adverse experiences associated with the use of
Mometasone Furoate Cream 0.1% was approximately 7%.
Reported reactions included stinging, pruritus, and furunculosis.

The following adverse reactions were reported to be possibly
or probably related to treatment with Mometasone Furoate
Cream 0.1% during clinical studies in 4% of 182 pediatric
patients 6 months to 2 years of age: decreased glucocorticoid
levels, 2; paresthesia, 2; folliculitis, 1; moniliasis, 1; bacterial
infection, 1; skin depigmentation, 1. The following signs of skin
atrophy were also observed among 97 patients treated with
Mometasone Furoate Cream 0.1% in a clinical study: shininess
4; telangiectasia 1, loss of elasticity 4, loss of normal skin mark-
ings 4, thinness 1, and bruising 1. Striae were not observed in
this study.

The following additional local adverse reactions have been
reported infrequently with topical corticosteroids, but may occur
more frequently with the use of occlusive dressings. These reac-
tions are listed in an approximate decreasing order of occur-
rence: irritation, dryness, folliculitis, hypertrichosis, acneiform
eruptions, hypopigmentation, perioral dermatitis, allergic con-
tact dermatitis, secondary infection, striae, and miliaria.

OVERDOSAGE Topically applied Mometasone Furoate Cream
0.1% can be absorbed in sufficient amounts to produce sys-
temic effects (see PRECAUTIONS section).

DOSAGE AND ADMINISTRATION Apply a thin film of
Mometasone Furoate Cream 0.1% to the affected skin areas
once daily. Mometasone Furoate Cream 0.1% may be used in
pediatric patients 2 years of age or older. Since safety and effi-
cacy of Mometasone Furoate Cream 0.1% have not been ade-
quately established in pediatric patients below 2 years of age, its
use in this age group is not recommended (see PRECAUTIONS
– Pediatric Use section).

As with other corticosteroids, therapy should be discontinued
when control is achieved. If no improvement is seen within 2
weeks, reassessment of diagnosis may be necessary. Safety and
efficacy of Mometasone Furoate Cream 0.1% in pediatric
patients for more than 3 weeks of use have not been established.
Mometasone Furoate Cream 0.1% should not be used with
occlusive dressings unless directed by a physician. Mometasone
Furoate Cream 0.1% should not be applied in the diaper area if
the child still requires diapers or plastic pants as these garments
may constitute occlusive dressing.

HOW SUPPLIED Momexin Cream 0.1% is supplied in a 45 g
(NDC 68712-031-01) tube; box of one.

Store at 25°C (77°F); excursions permitted to 15-30°C (59-
86°F)
[See USP Controlled Room Temperature]

Manufactured by:
G&W Laboratories, Inc.                                      8-0634JSJ1
South Plainfield, NJ 07080                                  Issued 2/09

Manufactured for:
JSJ Pharmaceuticals
Charleston, SC 29401
800-499-4468
www.jsjpharm.com

G
&
W

La
bs

M
om

ex
in
C
re
am

Is
s.
2/
09

S
iz
e:
5
x
11

F
ol
d
S
iz
e:

3-
5/
8
x
7/
8

Ty
pe
:6

S
id
e
B

02
-2
5-
09

D
C

P
ha
rm

a
C
od
e
61

Ammonium Lactate 12% Mousse

12AL
PRO 12 MOUSSE

Recommended Use: Maintain mousse can in an up-
right position when dispensing. Apply by gently mas-
saging a thin layer of Pro:12 Mousse to affected skin 
areas such as elbows, knees and cracked heels. For 
best results, use twice a day; ideally one application 
after showering or bathing to retain moisture. People 
with fair skin may experience irritation or sensitivity 
to alpha hydroxyl acid products. If irritation or sen-
sitivity does occur, discontinue use and consult your 
medical professional for advice.

Firmly push back nozzle until 
seal is broken.  Maintain mousse 
can in an upright position when 
pushing the nozzle to dispense.

Do not turn can upside down.

Manufactured for: 
JSJ Pharmaceuticals
Charleston, SC 29401
1-800-499-4468
www.jsjpharm.com

Patent Nos. : WO2004/047833, WO/0069865, 
WO/02-40033, WO/02-40034, 60/308496

Principal Component: Ammonium lactate 12% (lactic 
acid neutralized with ammonium hydroxide).
Other ingredients: butane, butylene glycol, buty-
rospermum parkii, cetyl alcohol, disodium laurimi-
nodipropionate tocopheryl phosphates, helianthus 
annuus seed oil, hyroxyethyl cellulose, hydroxyphe-
nyl propamidobenzoic acid, laureth-4, pentylene gly-
col, polysorbate 20, propane, sodium acetate, stearic 
acid, triethanolamine, water.

Warning: For external use only. Avoid contact 
with eyes, lips or mucous membranes. Contents 
under pressure do not puncture or incinerate. Do 
not store at temperatures above 120º F. Keep out 
of reach of children.
Store at controlled room temperature
15-30°C (59-86°F). Protect from freezing.

For more information or to order 
�Pro:12 Mousse, please visit our website 

�at www.Pro12Mousse.com
 

Or contact us directly to speak with 
a staff aesthetician at 1-800-499-4468


