ESTRADIOL- estradiol patch
Zydus Lifesciences Limited

SPL UNCLASSIFIED

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1400-4

Estradiol Transdermal System, USP

0.014 mg/day

Apply one transdermal system per week.

For Transdermal Use Only

Contents: 4 Transdermal Systems

Rx Only

zydus Pharmaceuticals USA
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NDC 70771-1400-4

Each 3.9 cm? system contains 0.982 mg estradiol USP to provide 0.014 mg of

' estradiol per day. The inactive components are acrylic adhesive, colloidal silicon Estradiol

I dioxide, ethyl olegte, glyceryl monolaurate, isopropyl myristate, povidone, and Transdermal
polyethylene backing. Syst USP
Each estradiol transdermal system is intended to be wom for 7 days. ystem,

KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN.

Store at 20° to 25°C (68° to 77°F) [See USP for Controlled Room Temperature].
Do not store unpouched. Apply immediately upon removal from pouch.

Dosage and Administration : See package insert for complete

prescribing information.
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Manufactured by: Zydus Lifesciences Ltd.
Ahmedabad, India
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Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name
ESTRADIOL (UNII: 4TI98Z838E) (ESTRADIOL - UNII:4TI98Z 838E)

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
ETHYL OLEATE (UNIl: Z2Z439864Y)
ISOPROPYL MYRISTATE (UNIl: ORESKA4LN]JS)
GLYCERYL LAURATE (UNII: Y98611C087)

Item Code (Source)

Basis of Strength
ESTRADIOL

NDC:70771-1400

Strength
0.014mg inld

Strength




POVIDONE (UNIl: FZ989GH94E)

2-ETHYLHEXYL ACRYLATE (UNII: HR49R9S6XG)
2-HYDROXYETHYL ACRYLATE (UNIl: 25GT92NY0C)
GLYCIDYL METHACRYLATE (UNIIl: R8WN29)8VF)

Packaging

# Item Code Package Description
NDC:70771- ,

L 1400.4 4 in 1 CARTON
NDC:70771- :

1 14001 1in 1 POUCH

1 7 d in 1 PATCH; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA204379

Labeler - Zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

Marketing Start Marketing End

Date Date

11/02/2023

Marketing Start Marketing End
Date Date

11/02/2023

Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 918596198 ANALYSIS(70771-1400) , MANUFACTURE(70771-1400)

Revised: 4/2023

Zydus Lifesciences Limited
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