ESTRADIOL- estradiol patch, extended release
Zydus Lifesciences Limited

ESTRADIOL transdermal system, USP (TWICE-WEEKLY)

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
Package Label - 0.025 mg

NDC 70771-1563-8

Estradiol Transdermal System, USP

(Twice-W eekly)

Delivers 0.025 mg/day

Includes 8 Systems

Rx Only

zydus pharmaceuticals
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Estradiol Transdermal System, USP (Twice-Weekly)

Delivers NIV mglday

Patient Instruction :
Hold patch with protective liner facing you.

Apply sticky side of patch to clean and dry

0N G D

Press patch firmly in place.

Start at notched corner, tear pouch open. Remove patch from pouch.
Peel off one side of protective liner and discard.

Carefully remove the other piece of protective liner and discard.

N

5
N

area of the abdomen.

Cadila Healthcare Limited, Ahmedabad, India
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Estradiol Transdermal System, USP (Twice-Weekly)

SIS 0.025 mglday

NDC 70771-1563-8 -

Estradiol
Transdermal System, USP

(Twice-Weekly)

Delivers JLUKIVA) mglday

Includes 8 Systems

’Em Rx only
OPEN I HERE

Estradiol Transdermal System, USP (Twice-Weekly)

A 4

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
Package Label - 0.0375 mg

NDC 70771-1564-8

Estradiol Transdermal System, USP

(Twice-W eekly)

Delivers 0.0375 mg/day
Includes 8 Systems

Rx Only

zydus pharmaceuticals
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Estradiol Transdermal System, USP (Twice-Weekly)

ey 0.0375 mg/day

Patient Instruction :

Start at notched corner, tear pouch open. Remove patch from pouch.
Hold patch with protective liner facing you.

Peel off one side of protective liner and discard.

Apply sticky side of patch to clean and dry area of the abdomen.
Carefully remove the other piece of protective liner and discard.
Press patch firmly in place.
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To open

\ Pull here
™

Cadila Healthcare Limited, Ahmedabad, India

Manufactured by:
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Estradiol Transdermal System, USP (Twice-Weekly)

WSS (0.0375 mg/day

NDC 70771-1564-8 —

Estradiol
Transdermal System, USP

(Twice-Weekly)

Delivers JUKIETE) mglday

Includes 8 Systems

@m Rx only
OPEN l HERE

Estradiol Transdermal System, USP (Twice-Weekly)

A 4

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

Package Label - 0.05 mg
NDC 70771-1565-8

Estradiol Transdermal System, USP

(Twice-W eekly)
Delivers 0.05 mg/day
Includes 8 Systems
Rx Only

zydus pharmaceuticals
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Estradiol Transdermal System, USP (Twice-Weekly)

(RS 0.05 mgl/day

Patient Instruction :

OB W -
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N

. Start at notched comner, tear pouch open. Remove patch from pouch.

. Hold patch with protective liner facing you.

. Peel off one side of protective liner and discard.

. Apply sticky side of patch to clean and dry area of the abdomen.

. Carefully remove the other piece of protective liner and discard. Press

patch firmly in place.

To open

Pull here /
pad

Cadila Healthcare Limited, Ahmedabad, India

Manufactured by:
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Estradiol Transdermal System, USP (Twice-Weekly)

(RN 0.05 mgl/day
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Estradiol Transdermal System, USP
(Twice-Weekly)

Delivers IUKIK] mgl d ay

Includes 8 Systems

@.ﬂ.’gﬂ Rx only
OPEI\I' HERE

\

Estradiol Transdermal System, USP (Twice-Weekly)

)

mg/day
\ W

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

Package Label - 0.075
NDC 70771-1566-8

mg

Estradiol Transdermal System, USP

(Twice-W eekly)
Delivers 0.075 mg/day
Includes 8 Systems
Rx Only

zydus pharmaceuticals



Kep/bw 6200 B&EY

(Apjeap-291m1 ) dSn ‘weysAg [ewiapsuel] [OIpes)sT

&

&

M

My

Estradiol Transdermal System, USP (Twice-Weekly)

N 0.075 mg/day

Patient Instruction :

. Hold patch with protective liner facing you.
. Peel off one side of protective liner and discard.

b who =

patch firmly in place.

To open

Pull here

. Start at notched comer, tear pouch open. Remove patch from pouch.

. Apply sticky side of patch to clean and dry area of the abdomen.
. Carefully remove the other piece of protective liner and discard. Press

&
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Cadila Healthcare Limited, Ahmedabad, India

Manufactured by:
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Estradiol Transdermal System, USP (Twice-Weekly)

s 0.075 mg/day

D




Estradiol Transdermal System, USP
(Twice-Weekly)

Delivers LUK mglday

Includes 8 Systems

'/ 2 zydus

pharmaceuticals Rx only
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Estradiol Transdermal System, USP (Twice-Weekly)

M 0.075 mg/day

PACKAGE LABEL.PRI

J

. W

NCIPAL DISPLAY PANEL

Package Label - 0.1 mg

NDC 70771-1567-8

Estradiol Transdermal System, USP

(Twice-W eekly)
Delivers 0.1 mg/day
Includes 8 Systems
Rx Only

zydus pharmaceuticals
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Estradiol Transdermal System, USP (Twice-Weekly)

Delivers [ & mglday

Patient Instruction :

& WhN =
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. Start at notched comner, tear pouch open. Remove patch from pouch.

. Hold patch with protective liner facing you.

. Peel off one side of protective liner and discard.

. Apply sticky side of patch to clean and dry area of the abdomen.

. Carefully remove the other piece of protective liner and discard. Press

patch firmly in place.

To open

/
/

Pull here

/

Manufactured by:

Cadila Healthcare Limited, Ahmedabad, India
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Estradiol Transdermal System, USP (Twice-Weekly)

Delivers JUNNNTSIIE

ocTo 56t




'/ 2 zydus

pharmaceirticals

Estradiol Transdermal System, USP
(Twice-Weekly)

Delivers BN mglday

Includes 8 Systems

OPEN l HERE

Rx only

Estradiol Transdermal System, USP (Twice-Weekly)

Delivers U INTIENY
ESTRADIOL
estradiol patch, extended release
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1563
Route of Administration TRANS DERMAL

Active Ingredient/Active Moiety

Ingredient Name
ESTRADIOL (UNII: 4TI98Z838E) (ESTRADIOL - UNII:4T198Z 838E)

Inactive Ingredients

Ingredient Name
OLEIC ACID (UNII: 2UMIQU37CP)
POVIDONE (UNIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Packaging

# Item Code Package Description
NDC:70771- .

1 lcesg 8 in 1 BOX

v, O SHAAS 1in 1 POUCH

1563-1

Basis of Strength Strength
ESTRADIOL 0.025mg inld

Strength

Marketing Start Marketing End
Date Date

04/13/2023



3.5d in 1 PATCH; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

ANDA

ESTRADIOL

Application Number or Monograph
Citation

ANDA206241

estradiol patch, extended release

Product Information

Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG
TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name

ESTRADIOL (UNII: 4T198Z838E) (ESTRADIOL - UNII:4TI198Z 838E)

Inactive Ingredients

Ingredient Name

OLEIC ACID (UNII: 2UMIQU37CP)
POVIDONE (UNIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Packaging

# Item Code

NDC:70771-
1564-8

NDC:70771-
1564-1

Package Description
8 in 1 BOX

1in 1 POUCH

3.5 d in 1 PATCH; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

ANDA

Application Number or Monograph
Citation

ANDA206241

Marketing Start
Date

04/13/2023

Marketing End
Date

Item Code (Source) NDC:70771-1564

Strength
0.0375mg inld

Basis of Strength
ESTRADIOL

Strength

Marketing Start
Date

Marketing End
Date

04/13/2023

Marketing Start
Date

04/13/2023

Marketing End
Date



ESTRADIOL

estradiol patch, extended release

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name
ESTRADIOL (UNII: 4TI98Z838E) (ESTRADIOL - UNII:4T198Z 838E)

Inactive Ingredients

Ingredient Name
OLEIC ACID (UNIl: 2UMI9U37CP)
POVIDONE (UNIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Packaging
# Item Code Package Description

NDC:70771-

1 1565-8 8in 1 BOX
NDC:70771- .
1 1565-1 1in 1 POUCH
1 3.5 d in 1 PATCH; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA206241

ESTRADIOL

estradiol patch, extended release

Product Information
Product Type

Route of Administration TRANSDERMAL

HUMAN PRESCRIPTION DRUG

Item Code (Source) NDC:70771-1565

Basis of Strength
ESTRADIOL

Strength
0.05mg inld

Strength

Marketing Start
Date

Marketing End
Date

04/13/2023

Marketing Start Marketing End
Date Date

04/13/2023

Item Code (Source) NDC:70771-1566



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength

ESTRADIOL (UNII: 4T198Z838E) (ESTRADIOL - UNII:4TI198Z 838E) ESTRADIOL

Inactive Ingredients

Ingredient Name
OLEIC ACID (UNIl: 2UMI9U37CP)
POVIDONE (UNII: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Strength
0.075mg inld

Strength

Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- .
1 1566-8 8 in 1 BOX 04/13/2023
NDC:70771- ,
L o661 1in 1 POUCH
1 3.5 d in 1 PATCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA206241 04/13/2023
ESTRADIOL
estradiol patch, extended release
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1567
Route of Administration TRANSDERMAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ESTRADIOL (UNII: 4TI98Z838E) (ESTRADIOL - UNII:4TI98Z 838E) ESTRADIOL 0.1 mg inld
Inactive Ingredients
Ingredient Name Strength

OLEIC ACID (UNIIl: 2UMISU37CP)
POVIDONE (UNIl: FZ989GH94E)



PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Packaging
# Item Code Package Description

NDC:70771-

1 1567-8 8in 1 BOX
NDC:70771- .
1 1567-1 1in 1 POUCH
1 3.5 d in 1 PATCH; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
ANDA ANDA206241

Labeler - zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

Establishment
Name Address ID/FEI
Zydus
Lifesciences
Limited

Revised: 12/2022

Marketing Start

Marketing End

Date Date

04/13/2023

Marketing End
Date

Marketing Start
Date

04/13/2023

Business Operations

918596198 ANALYSIS(70771-1563, 70771-1564, 70771-1565, 70771-1566, 70771-1567) ,
MANUFACTURE(70771-1563, 70771-1564, 70771-1565, 70771-1566, 70771-1567)

Zydus Lifesciences Limited
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