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FREEDOM OF INFORMATION SUMMARY

GENERIC NEW ANIMAL DRUG APPLICATION
ANADA 200-245

Nystatin, neomycin sulfate, thiostrepton and triamcinolone acetonide cream

Derma-Vet Cream

"...Derma-Vet Cream is indicated in the management of dermatologic disorders in dogs
and cats, characterized by inflammation and dry or exudative dermatitis, particularly those
caused, complicated or threatened by bacterial or candidal (Candida albicans) infections.

Sponsored by:

Med-Pharmex, Inc.
2727 Thompson Creek Road
Pomona, CA 91767-1861

—
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Freedom of Information Summary.

1. General Information:
ANADA Number: 200-245

Sponsor Name and Address:
Med-Pharmex, Inc.

2727 Thompson Creek Rd
Pomona, CA 91767-1861

Generic Name:
Nystatin, neomycin sulfate, thiostrepton and triamcinolone acetonide cream.

Trade Name:
Derma-Vet Cream.

Marketing Status: Rx.
2. Indications for Use:

Derma-Vet Cream is indicated in the management of dermatologic disorders in dogs and
cats, characterized by inflammation and dry or exudative dermatitis, particularly those
caused, complicated or threatened by bacterial or candidal (Candida albicans) infections.
It is also of value in eczematous dermatitis, contact dermatitis and seborrheic dermatitis;
and as an adjunct in the treatment of dermatitis due to parasitic infestation.

3. Dosage Form(s), Route(s) of Administration and Recommended Dosages and
Contraindications:

Dosage Form:

Derma-Vet Cream is in the form of a cream which is applied onto the infected area.
Route(s) of Administration and Recommended Dosages:

The route of administration is by external application of the cream.

The recommended dosage is that the cream is to be applied as a thin film. For mild
inflammations, application may range from once daily to once a week. For severe

conditions, the product may be applied as often as 2 to 3 times daily, if necessary.
Frequency of treatment may be decreased as improvement occurs.
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Contraindications:
Derma-Vet Cream should not be used opthalmically.
TARGET ANIMAL SAFETY AND EFFECTIVENESS

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended
by the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460,
December 15, 1988, First GADPTRA Policy Letter) an abbreviated new animal
drug application (ANADA) may be submitted for a generic version of an
approved new animal drug (pioneer product). New target animal safety data, drug
effectiveness data, and human food safety data (other than tissue residue data) are
not required for approval of an ANADA. Rather, approval of an ANADA relies
on the ANADA sponsor showing that the generic product is bioequivalent to the
pioneer. If bioequivalence is demonstrated through a clinical end-point study,
then a tissue residue study to establish the withdrawal time for the generic product
is also required. For certain dosage forms, the agency will grant a waiver from
conducting an in vivo bioequivalence study (Fifth GADPTRA Policy Letter, 55
FR 24645, June 18, 1990; Bioequivalence Guidance, 1996, 61 FR 26182, May
24, 1996).

Based on the formulation characteristics of the generic product, Med-Pharmex,
Inc. was granted a waiver from the requirement of an in vivo bioequivalence study
for the generic product Derma-Vet Cream. The generic product is administered as
a topical ointment and contains the same active and inactive ingredients in the
same concentrations as the pioneer product.

Human Safety:

This drug is indicated for use only on dogs and cats. It is not to be used for food-
producing animals. Therefore, the issue of residues and human safety does not
arise.

Agency Conclusions:

This ANADA submitted under section 512(b) of the Federal Food, Drug, And
Cosmetic Act satisfies the requirements of section 512(n) of the Act and
demonstrates that Derma-Vet Cream (neomycin sulfate, nystatin, triamcinolone
acetonide, thiostrepton) when used under its proposed conditions of use, is safe
and effective for the labeled indications.
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Pioneer —



NYSTATIN-NEOMYCIN SULFATE-THIOSTREPTON-
TRIAMCINOLONE ACETONIDE CREAM VETERINARY

For Topical Use on Dogs and Cats

ANADA #200-245 Approved by FDA

CAUTION: Federal law restricts this drug to use by or on the order of a

licensed veterinarian.

DESCRIPTION: Nystatin-Neomycin Sulfate-Thiostrepton-
Triameinolone Acetonide Cream combines nystatin, neomycin
sulfate, thiostrepton, and triamcinolone acetonide.

Each gram contalns:

Nystati 100,000 units
Neomycin sulfate equivalent to neomycin base ......... 2.5mg.
Thiostrepton 2500 units
Triamcinolone acetonide 1.0 mg.

in an aquaous, nonirritating vanishing cream base with cetearyl
alcohot (and) ceteareth-20, ethylenediamine hydrochlaride,
methyl paraben, propyl paraben, propylene glycol, sorbitol
solution, titanium dioxide, sodium citrate, citric acid, white
petrolatum, glyceryl monostearate, polyethylene glyco!
monostearate, sorbic acid and simethicone.

ACTIONS: By virtue of its four active ingredients, Nystatin-
Neomyecin Sulfate-Thiostrepton-Triamcinolone Acetonide Cream
pravides four basic therapeutic effects: antiinflammatory,
antipruritic, antifungal and antibacterial. Triamcinolone Acetonide
is a potent synthetic corticosterold providing rapid and prolonged
symptomatic relief on topical administration. Inflammation,
edema, and pruritus promptly subside, and lesions are permitted
to heal. Nystatin is the first well tolerated antifungal agent
antibiotic of dependable efficacy for the treatment of cutaneous
infections caused by Candida albicans (Monilia). Nystatin is
fungistatic in vitro against a variety of yeast and yeast like fungi
including many fungi pathogenic to animals. No appreciable
activity Is exhibited against bacteria. Thiostrepton has a high
order of activity against gram positive organisms, including many
which ara resistant to other antibiotics; neomycin exerts
antimicrobial action against a wide range of gram-positive and
gram negative bacteria. Together they provide comprehensive
therapy against those organisms rasponsible for most superficial
bacteriat Infections.

INDICATIONS; Nystatin-Neomycin Sulfate-Thiostrepton-
Triamcinolone Acetonide Cream is indicated in the management
of dermatologic disorders In dogs and cats, characterized by
inflammation and dry or exudative demmatitis, particularly those
caused, complicated or threatened by bacterial or candidal

(Candida albicans) infections. It is also of value in eczematous
demnatitis; contact dermatitis, and seborrheic dermatitis, and as
an adjunct in the treatment of dermatitis due to parasttic
infestation.

CONTRAINDICATIONS: Nystatin-Neomycin Sulfate-
Thiostrepton-Triamcinolone Acetonide Cream should not be used
opthalmically.

WARNINGS: Nystatin-Neomycin Sulfate-Thiostrepton-
Triamcinolone Acetonide Cream is indicated for use in dogs and
cats only. Notfor use in animals which are raised for food.

Absorption of triamcinolone acetonide through topical application
and by licking may occur. Therefore animals should be observed
closely for signs of polydipsia, polyuria, and increased weight
gain particularly when the preparation s used over large areas or
for extended periods of time,

Clinical and experimental data have demonstrated that
corticosteroids administered orally or by injection to animals may
induce the first stage of parturition if used during the last
trimester of pregnancy and may precipitate premature parturition
followed by dystocia, fetal death, retained placenta and metritis.

Additionally, corticosteroids administered to dogs, rabbits and
rodents during pregnancy have resutted in cleft palate in
offspring. Corticosteroids administered to dogs during pregnancy
have also resulted in other congenital anomalies including
deformed forelegs, phocomelia and anasarca.

1 Nystatin-Neomycin Sutfate-Thiostrepton-
Triamcinolone Acetonide Cream is not intended for the treatment
of deep abscesses or deep seated infections such as
inflammation of the lymphatic vessels. Parenteral antibiotic
therapy Is indicated in these Infections.

Nystatin-Neomycin Sulfate-Thiostrepton-Triamcinolone Acetonide
Cream has been extremely well tolerated. The accurrence of
systemic reactions is rarefy a problem with topical administration.



Sensitivity to neomycin may occur. f redness, irritation or
swelling persists or increases, discontinue use. Do notuse if pus
is presant since the drug may allow the infection to spread.

Avoid ingastion. Oral or parenteral use of corticosteroids,
depending on dose, duration and specific steroids, may result in
inhibition of endogenous steroid production following drug
withdrawal.

SIDE EFFECTS: SAP and SGPT (ALT) enzymae elevation,
polydipsia and polyuria have occurred following parenteral or
systemic use of synthetic corticosteroids in dogs. Vomiting and
diarrhea (occasionally bloody) have been observed in dogs.
Cushing's syndrome in dogs has been reported in association
with prolonged or repeated steroid therapy.

DOSAGE AND ADMINISTBATION: Frequency of administration
is dependent on the severity of the condition. For mild
inflammation, application may range from once daily to once a
week; for severe conditions Nystatin-Neomycin Sulfate-
Thiostrepton-Triamcinolone Acetonide Cream may be applied as
often as 2 to 3 times daily, f necessary. Frequency of treatment
may be decreased as improvement occurs.

Clean affected areas, removing any encrusted discharge or
exudate. Apply Nystatin-Neomycin Sulfate-Thiostrepton-
Triamcinolone Acetonide Cream sparingly in a thin film.

HOW SUPPLIED: Nystatin-Neomycin Sulfate-Thiostrepton-
Triameinolone Acetonide Cream is supplied in 7.5 gram and 15
gram tubes.

April 1999
Manufactured by

Med-Phamex, Inc.
Pomona, CA 91767
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or on the order of a licensed veterinarian.

W MED-PHARMEX INC,
POMONA, CA 91767

Trtomeinolone Acetonide Cream)

DERMA-VET™ CREAM

B (Nystatin<Neomyein Sultate-Thiostrepton-

ODERMA-VET ™
CREAM -
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DERMA-VET™
CREAM

(Nystatin-Neomycin Sulfate-
Thiostrepton-Telamcinolone
Acetonlde Cream)

Each gram contains:
Rystalin.........cccrremomonmranns 100,000 units
Neomycin Sulfate

equivalant to =8§.o5 base.......... 25mg

in an aqueous vanishing cream Bg
with cetearyl alcohol (and) cetsareth-20,
ethylenediamine hydrochioride,
mathylparaben, propylparaben, propyiene
glycol, sorblof solution, titanium dioxide,
sodium citrate, citric acid, white

, glyceryl
3?.5!.- giycol monostearate,
sorbic acid and simethicons.
Usual Dosage: Apply to affected area
1 to 3 times daily. See insert.

FOR TOPICAL USE ON DOGS
AND CATS ONLY.

Store at room temperaturs;
avold excessive heat (104°F)
Exp. date and control numbsr
on crimp.

MED-PHARMEX INC.
POMONA, CA 91767

MONTEBELLO - MED-PHARMEX — DERMA-VET CREAM 15 G ~ 3/4 x 3 7/8 / MONTAG62N -
MARCH 25/99 ~ 2 COLOURS: BLACK, TEAL (PMS 320C)

CAP END
1.3 mmmmmgsﬂ

SROULOER

37"
TUBE

FREE COPY AREA FOR CRIMP

=4~ = =~ € EYEMARK LOCATION
===~ - e— mrzuEm

OPEN END

2 COLOURS, 2 PLATES - BLACK, TEAL (PMS 320C)




U SOLVAY Animal Health, Inc.

J4-4028

WARNINGS

licensed veterinarian.

” CAUTION: Federal law restricts this drug to use by or on the order of a

PANOLOG® CREAM VETERINARY

Nystatin-Neomycin Sulfate-Thiostrepton-Triamcinolone Acetonide Cream

Far Topical Use on Dogs and Cats

DESCRIPTION
Panolog Cream combines nystatin, neomycin sulfate.
thipstrepton, and triamcinolone acetonide.

£ach gram contains:

AYSIBUN e 100,000 units
neomycin sulfate equivalent

10 NEOMYCIA DS ..o 25mg
thigstrepton ..o 2,500 units
1BMEINOIONE BCRLONITE oo 1.0mg

in an aqueous, nonirritating vanishing cream base with
cetearyl alcohol (and) ceteareth-20, ethylenediamine
hydrochloride, methylparaben, propylparaben, propylene
glycol, sorbitol solution, titanium dioxide, sodium citrate,
curic acig, white petrolatum, glyceryl monostearate,
polyethylene glycol monostearate, sorbic acid and
simethicong.

ACTIONS

By virtue of its four active mgr redients, Panolog Cream
{Nystatin-Neomycin Sulfate-Thiostrepton-Triameinolone
Acetonide Cream) provides four basic therapeutic
effects: anti-inflammatory, antipruritic, antifungat and
anubacterial. Triamcinolone acetonide is a potent
synthetic ¢orticosteroid providing rapid and prolonged
symptomatic relief on topical administration.
Inflammation, edema and pruritus promptly subside, and
lesions are permitted to heal. Nystatin is the first well-
tolerated antifungal antibiotic of dependable efficacy

J4-4028

for the treatment of cutaneous infections caused by ©
Candida albicans {Monilia). Nystatin is fungistatic in
vitro against a variety of yeast and yeastlike fungi
including many fungi pathogenic to animals. No
appreciable activity is exhibited against bacteria.
Thiostrepton has a high order of activity against
gram-positive organisms, including many which are
resistant to other antibiotics; neomycin exerts
antimicrobial action against 8 wide range of gram-
positive and gram-negative bacteria. Together they
provide comprehensive therapy against those organisms
responsible for most superficial bacterial infections,

INDICATIONS

Panolog Cream {Nystatin-Neomycin Sulfate-
Thiostrepton-Triamcinclone Acetonide Cream) is
indicated in the management of dermatologic disorders
in dogs and cats, characterized by

inflammation and dry or exudative

dermatitis, particularly those caused,

complicated, or threatened by bacterial

of candidal (Candida albicans)

infections, It is also of value in

eczematous dermatitis, contact dermatitis and
seborrheic dermatitis; and as an adjunct in the treatment
of dermatitis due to parasitic infestation.

CONTRAINDICATIONS
Panolog Cream should not be used ophthalmically.
J4-402B
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Panolog Cream is indicated for use in dogs and cats
only. Not for use in animals which are raised for food.

Absorption of triamcinolone acetonide through topical
application and by licking may occur. Therefore animals
should be observed closely for signs of polydipsia,
polyuria and increased weight gain, particularly when
the preparation is used over large areas or for extended
periods of time.

Clinical and experimental data have demonstrated that
corticosteroids administered orally or by injection to
animals may induce the first stage of parturition if used
during the last trimester of pregnancy and may
precipitate premature parturition followed by dystocia,
fetal death, retained placenta and metritis.

Additionally, corticosteroids administered to dogs,
rabbits and rodents during pregnancy have resuited in
cleft palate in offspring. Corticosteroids administered to
dags during pregnancy have also resulted in other
congenital anomaties including deformed forelegs,
phocomelia and anasarca.

PRECAUTIONS

Panolog Cream {Nystatin-Neomycin Suifate-
Thiostrepton-Triamcinolone Acetonide Cream) is not
intended for the treatment of deep abscesses or deep-
seated infections such as inflammation of the lymphatic
vessels. Parenteral antibiotic therapy is indicated In
these infections,

Panolog Cream has been extremely well tolerated. The
occurrence of systemic reactiogs is rarely a problem
with topigal administration.

Ja-402¢

Sensitivity to neomycm may occur. if redness, irritation
or swelling persists or increases, discontinue use. Do
not use if pus is presem since the drug may allow the
infection to spread.

" Avoid ingestion. Oral or parenteral use of

corticosteroids, depending on dose, duration and
specific steroid, may result in inhibition of endogenous
steroid production following drug withdrawal.

.SIDE EFFECTS

SAP and SGPT {ALT) enzyme elevations, polydipsia and
polyuria have occurred foilowing parenteral or systemic
use of synthetic corticosteroids in dogs. Vomiting and
diarrhea {occasionally bloody) have been observed in
dogs.

Cushing's syndrome in dogs has been reported in
association with prolonged or repeated steroid therapy.

DOSAGE AND ADMINISTRATION

Frequency of administration is dependent on the
severity of the candition. For mild inflammations,
application may range from once daily to once a week;
for severe conditions Panolog Cream may be applied as
often as 2 to 3 times daily, it necessary. Frequency of
treatment may be decreased as improvement oceurs.

Clean affected areas, removing any encrusted discharge
or exudate, Apply Panolog Cream sparingly in a thin
film.

HOW SUPPLIED

Panolog Cream (Nystatin-Neomycin Sulfate-
Thiostrepton-Triamcinolone Acetonide Cream) is
supplied in 7.5 gram and 15 gram tubes.

Manufactured by
E. R. Squibb & Sons, Inc., Princeton, NJ 08540

SOLVAY Animal Health, Inc., Mendota Heights, MN 55120

Printed in USA
J4-4028

Revised May 1994

J4-402E
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