CLOBETASOL PROPIONATE - clobetasol propionate spray

Zydus Lifesciences Limited
Clobetasol Propionate Spray, 0.05%
Clobetasol Propinate Spray, 0.05%

NDC 70771-1080-6

2 fl. 0z. (59 mL)
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TSNS 1 For topical use only
i i 21l. oz.
I | (59 mL)
i i ’v;E -z-z-:-’wlf-s Rx only

Mot for 2ye use.
Usual Dosage: Apply twice daily, once in the moming
and once at night. Use onlly enough to cover the
affected areas. Do not exceed 26 sprays per application
or 52 speays per day. Do not apply to the face,
underarme, or groin and avoed contact with eyes and
ics. See package insert for complets prescribing
information

Each gram contains: Active: clobetasol propionats,
USP (0.5 mg). Inactive: alcohol, isopropyl myristate,
sodium ksuryl sulfate, and undecylenic acd

Siore at controfied room lemperature 20° to 25°C
(68" - TT°F), excurzions permified batween15™ and
0°C (58" - BE°F)

Protect from freczing

Do not refigerate or siore abowve 86™F (30°C)
KEEP THIS AND ALL DRUGS OUT OF

THE REACH OF CHILDREN.

WARNING: FLAMMABLE. AVOID FIRE,

FLAME OR SMOKING DURING AND
IMMEDIATELY FOLL OWING APPLICATION
Mads in India

Mamudactured by:

Cadila Healthcare L.

Abmedabad Inda
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Clobetasol Propinate Spray, 0.05%

NDC 70771-1080-7
4.25 fl. oz. (125 mL)
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Clobetasol
Propionate

SPRAY
0.05%

For topical use only

425 fl. oz,
(125 mL)

Rx only

NoE For Eye e
Usual Dosage: Apply twice daily, once in he

maIming and once at night. Use only encagh i cover

the affected areas. Do not excesd I8 Sprays par

appiication or 52 sprays per day. Do not appiy 1o the

face, underarms, or groin and avoid contact with
EyEs and lips. See package nserl v complsis

Each gram containa: Active: clobetasol propionate,
USP [0u5 mg). Inactive: Scohol, isopropyl myTstate,

sodiumi laury sufate, and undecyienic acd.

Siore at conirolled moe temperature 20° o 25°C

[B5" - T7"F), excursions pemmitied betwesen
157 and 30°C (58" - B2°F).

Protect from eezing.

Do nect refrigerate or siore above B6™F [30°C).
KEEP THIS AND ALL DRUGES OUT OF

THE REACH OF CHILDREN.

WARMING FLAMBMAELE. AVOID FIRE,
FLAME OF SMOKING DURING AND
MMEWATEL Y FOLLOWING APPLICATION

Mads in India
Manufactred by

Cadia Healfhcare Lid.
Ahmedabead, Indiz
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CLOBETASOL PROPIONATE

clobetasol propionate spray

Product Information
Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG
TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

CLOBETASOL PROPIONATE (UNIl: 779619577M) (CLOBETASOL -

Basis of Strength Strength
CLOBETASOL

Item Code (Source)

NDC:70771-1080

0.05¢



UNII:ADN79D536H)

Inactive Ingredients

Ingredient Name
ALCOHOL (UNII: 3K9958V90M)
ISOPROPYL MYRISTATE (UNIl: ORESK4LNJS)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
UNDECYLENIC ACID (UNII: K3D86KJ24N)

Packaging

# Item Code Package Description
NDC:70771- .

1 1080-7 1in 1 CARTON

1 125 mL in 1 BOTTLE; Type 0: Not a Combination

Product

NDC:70771- .

2 10806 1in 1 CARTON

2 59 mL in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA206378

Labeler - zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

PROPIONATE in 1 mL

Strength

Marketing Start Marketing End
Date Date

07/12/2017

07/12/2017

Marketing Start Marketing End
Date Date

07/12/2017

Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1080) , MANUFACTURE(70771-1080)

Revised: 10/2022

Zydus Lifesciences Limited



	Clobetasol Propionate Spray, 0.05%

