This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

NDC 0078-0365-62 (©) NDC 0078-0365-62 ® NDC 0078-0365-62 NDC 0078-0365-62 ® NDC 0078-0365-62 ®
VIVELLE(dot)® 0025 VIVELLE(dot)® 0025 VIVELLE(dot)® 0025 VIVELLE(dot)® 0025 VIVELLE(dot)® 0025

(estradiol transdermal system) (estradiol transdermal system) (estradiol transdermal system) (estradiol transdermal system) (estradiol transdermal system)
Delivers 0.025 mg/day Twice Weekly Delivers 0.025 mg/day Twice Weekly Delivers 0.025 mg/day Twice Weekly Delivers 0.025 mg/day Twice Weekly Delivers 0.025 mg/day Twice Weekly

Contents: One 2.5 cm* System Rx only Contents: One 2.5 cm?* System Rx only Contents: One 2.5 cm? System Rx only Contents: One 2.5 cm* System Rx onl
Each 2.5 cm? system contains 0.39 mg of estradiol Each 'm? system contains 0.39 mg of estradiol USP. Each 2.5 cm? system contains 0.39 mg of estradiol USP. Each 2.5 cm? system contains 0.39 mg of estradiol USP.
Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive, — mm— Inactive components: acrylic adhesive, silicone adhesive,
oleyl alcohol, dipropylene glycol, povidone, coextruded oleyl alcohol, dipropylene glycol, povidone, coextruded oleyl alcohol, dipropylene glycol, povidone, coextruded oleyl alcohol, dipropylene glycol, povidone, coextruded
backing film, polyester release liner. backing film, polyester release liner. backing film, polyester release liner. backing film, polyester release liner.

Important: Package not child-resistant. Important: Package not child-resistant. Important: Package not child-resistant. Important: Package not child-resistant.

Keep out of the reach of children. Keep out of the reach of children. Keep out of the reach of children. Keep out of the reach of children.

Apply immediately upon removal from pouch. Apply immediately upon removal from pouch. Apply immediately upon removal from pouch. Apply immediately upon removal from pouch.

Do not store unpouched. Do not store unpouched. Do not store unpouched. Do not store unpouched.

Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F).
Mfd. by: N ven Pharmaceuticals Inc. Md. by: N ven Pharmaceuticals Inc. Md. by: N ven Pharmaceuticals Inc. Mfd. by: N ven Pharmaceuticals Inc.

Miami Fl rida 33186 202326-1 Miami Fl rida 33186 202326-1 Miami Fl rida 33186 202326-1 Miami Fl rida 33186 202326-1
Dist. by: N vartis Pharmaceuticals C rp. Us Dist. by: N vartis Pharmaceuticals C rp Us Dist. by: N vartis Pharmaceuticals C rp, US Dist. by: N vartis Pharmaceuticals C rp. Us
East Han ver New Jersey 07936 East Han ver New Jersey 07936 East Han ver New Jersey 07936 East Han ver New Jersey 07936

One 2.5 cm® System Rx only

X ystem contains 0.39 mg of estradiol USP.
Inactive components: acrylic adhesive, silicone adhesive,
oleyl alcohol, dipropylene glycol, povidone, coextruded
backing film, polyester release liner.

Important: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).
Md. by: N ven Pharmaceuticals Inc.

Miami Fl rida 33186 202326-1
Dist. by: N vartis Pharmaceuticals C rp. Us
East Han ver New Jersey 07936 >
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This label may not be the latest approved by FDA.

For current labeling information, please visit https

llwww.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

NDC 0078-0343-62 ® NDC 0078-0343-62 ® NDC 0078-0343-62 NDC 0078-0343-62 NDC 0078-0343-62

VIVELLE 00575 VIVELLE 00575 VIVELLE v VIVELLE 0375 VIVELLE 0.0375

(estradiol ransdermal system) (estradiol transdermal system) (estradiol transdermal system) (estradiol fransdermal system) (estradiol transdermal system)
Delivers 0.0375 mg /day Twice Weekly Delivers 0.0375 mg /day Twice Weekly Delivers 0.0375 mg /day Twice Weekly Delivers 0.0375 mg /day Twice Weekly Delivers 0.0375 mg /day Twice Weekly

Contents: One 3.75 cm” System Rx onl Contents: One 3.75 cm* System Rx onl; Contents: One 3.75 cm* System Rx only Contents: One 3.75 cm® System Rx only Contents: One 3.75 cm® System Rx onl

Each 3.75 cm? system contains 0.585 mg of estradiol USP. === Each 3.75 cm? system contains 0.585 mg of estradiol USP. S Each 3.75 cm? system contains 0.585 mg of estradiol USP. S Each 3.75 cm? system contains 0.585 mg of estradiol USP. S Each 3.75 cm? system contains 0.585 mg of estradiol USP.
Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive,

oleyl alcohol, dipropylene glycol, povidone, oleyl alcohol, dipropylene glycol, povidone, oleyl alcohol, dipropylene glycol, povidone, oleyl alcohol, dipropylene glycol, povidone, oleyl alcohol, dipropylene glycol, povidone,

coextruded backing film, polyester release liner. coextruded backing film, polyester release liner. coextruded backing film, polyester release liner. coextruded backing film, polyester release liner. coextruded backing film, polyester release liner.
mportant: Package not child-resistant. mportant: Package not child-resistant. mportant: Package not child-resistant. mportant: Package not child-resistant. mportant: Package not child-resistant.

Keep out of the reach of children. Keep out of the reach of children. Keep out of the reach of children. Keep out of the reach of children. Keep out of the reach of children.

Apply immediately upon removal from pouch. Apply immediately upon removal from pouch. Apply immediately upon removal from pouch. Apply immediately upon removal from pouch. Apply immediately upon removal from pouch.

Do not store unpouched. Do not store unpouched. Do not store unpouched. Do not store unpouched. Do not store unpouched.

Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F).

Mfd. by: Noven Pharmaceuticals, Inc. Mfd. by: Noven Pharmaceuticals, Inc. Mfd. by: Noven Pharmaceuticals, Inc. Mfd. by: Noven Pharmaceuticals, Inc. Mfd. by: Noven Pharmaceuticals, Inc.
Miami, Florida 33186 202327-1 Miami, Florida 33186 202327-1 Miami, Florida 33186 202327-1 Miami, Florida 33186 202327-1 Miami, Florida 33186 202327-1
Dist. by: Novartis Pharmaceuticals Corp. Dist. by: Novartis Pha ist. by: Novartis Pharmaceuticals Corp, us Dist. by: Novartis Pharmaceuticals Corp, us Dist. by: Novartis Pharmaceuticals Corp. us
East Hanover, New Jersey 07936 East Hanover, N East Hanover, New Jersey 07936 East Hanover, New Jersey 07936 East Hanover, New Jersey 07936
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© Novartis
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This label may not be the latest approved by FDA.

For current labeling information, please visit https

llwww.fda.gov/drugsatfda
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NDC 0078-0344-62

VIVELLE e

(estradiol transdermal system)
Delivers 0.05 mg /day Twice Weekly

Contents: One 5.0 cm? System Rx only

Each 5.0 cm? system contains 0.78 mg of estradiol USP.

Inactive components: acrylic adhesive, silicone adhesive,

oleyl alcohol, dipropylene glycol, povidone,

coextruded backing film, polyester release liner.
mportant: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Mfd. by: Noven Pharmaceuticals, Inc.

i, Florida 33186 202328-1
Dist. by: Novartis Pharmaceuticals Corp. Us
East Hanover, New Jersey 07936 © Novartis

> NOVARTIS

This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda

NDC 0078-0344-62 ®

VIVELLE (E

(estradiol transdermal system)
Delivers 0.05 mg /day Twice Weekly

Contents: One 5.0 cm® System Rx only

Each 5.0 cm? system contains 0.78 mg of estradiol USP.

Inactive components: acrylic adhesive, silicone adhesive,

oleyl alcohol, dipropylene glycol, povidone,

coextruded backing film, polyester release liner.
mportant: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Md. by: Noven Pharmaceuticals, Inc.

Miami, Florida 33186 202328-1
Dist. by: Novartis Pharmaceuticals Corp. us
East Hanover, New Jersey 07936 ©Novartis

U NOVARTIS

NDC 0078-0344-62

VIVELLE DTS

(estradiol transdermal system)
Delivers 0.05 mg /day Twice Weekly

Contents: One 5.0 cm® System Rx only

Each 5.0 cm? system contains 0.78 mg of estradiol USP.

Inactive components: acrylic adhesive, silicone adhesive,

oleyl alcohol, dipropylene glycol, povidone,

coextruded backing film, polyester release liner.
mportant: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Mifd. by: Noven Pharmaceuticals, Inc.

Miami, Florida 33186 202328-1
Dist. by: Novartis Pharmaceuticals Corp. us
East Hanover, New Jersey 07936 © Novartis

> NOVARTIS

VIVELLE[dot]” ©°%

(estradiol fransdermal system)
Delivers 0.05 mg /day Twice Weekly

Contents: One 5.0 cm? System Rx only

Each 5.0 cm? system contains 0.78 mg of estradiol USP.

Inactive components: acrylic adhesive, silicone adhesive,

oleyl alcohol, dipropylene glycol, povidone,

coextruded backing film, polyester release liner.
mportant: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Mfd. by: Noven Pharmaceuticals, Inc.

Miami, Florida 33186 ’ 202328-1
Dist. by: Novartis Pharmaceuticals Corp. us
East Hanover, New Jersey 07936 ©Novartis

> NOVARTIS

NDC 0078-0344-62

VIVELLE L

(estradiol transdermal system)
Delivers 0.05 mg /day Twice Weekly

Contents: One 5.0 cm? System Rx only

Each 5.0 cm?” system contains 0.78 mg of estradiol USP.

Inactive components: acrylic adhesive, silicone adhesive,

oleyl alcohol, dipropylene glycol, povidone,

coextruded backing film, polyester release liner.
mportant: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Wd by: Noven I’|11rm1ceut|(als, Inc.

o 33156 202328-1
um by: r\marm Pharmaceuticals Corp. us
East Hanover, New Jersey 07936 © Novartis

> NOVARTIS

LOT: EXP: LOT: EXP: LOT: EXP: LOT: EXP: LOT: EXP:



This label may not be the latest approved by FDA.

For current labeling information, please visit https

Ilwww.fda.gov/drugsatfda
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NDC 0078-03:

VIVELLE(dot]" 0075

(estradiol transdermal system)
Delivers 0.075 mg /day Twice Weekly

Contents: One 7.5 cm* System Rx only
Each 7.5 cm? system contains 1.17 mg of estradiol USP.
Inactive components: acrylic adhesive, silicone adhesive,
oleyl alcohol, dipropylene glycol, povidone, coextruded
backing film, polyester release liner.

Important: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Md. by: Noven Pharmaceuticals, Inc.
Miami, Florida 33186 202329-1
s : Novartis Pharmaceuticals Corp.
East Hanover, New Jersey 07936 © Novartis

(> NOVARTIS

LOT: EXP: LOT: EXP: LOT: EXP: LOT: EXP: LOT: EXP:

This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda

NDC 0078-0345-62

VIVELLE(dot)" 0075

(estradiol transdermal system)
Delivers 0.075 mg /day Twice Weekly

Contents: One 7.5 cm* System Rx only
Each 7.5 cm? system contains 1.17 mg of estradiol USP.
Inactive components: acrylic adhesive, silicone adhesive,
oleyl alcohol, dipropylene glycol, povidone, coextruded
backing film, polyester release liner.

Important: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Md. by: Noven Pharmaceuticals, Inc.

Miami, Florida 33186 202329-1
Dist. by: Novartis Pharmaceuticals Corp. 5
East Hanover, New Jersey 07936 © Novartis

U> NOVARTIS

NDC 0078

VIVELLE(dol) 007

(estradiol transdermal system)
Delivers 0.075 mg /day Twice Weekly

Contents: One 7.5 cm? System Rx only
Each 7.5 cm? system contains 1.17 mg of estradiol USP.
Inactive components: acrylic adhesive, silicone adhesive,
oleyl alcohol, dipropylene glycol, povidone, coextruded
backing film, polyester release liner.

Important: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Mfd. by: Noven Pharmaceuticals, Inc.

Miami, Florida 33186 202329-1
Dist. by: N is Pharmaceuticals Corp, 5
East Hanover, New Jersey 07936 © Novartis

U> NOVARTIS

NDC 0078-0345-62

VIVELLE(dot) 0

(estradiol transdermal system)
Delivers 0.075 mg /day Twice Weekly

Contents: One 7.5 cm? System Rx only
Each 7.5 cm? system contains 1.17 mg of estradiol USP.
Inactive components: acrylic adhesive, silicone adhesive,
oleyl alcohol, dipropylene glycol, povidone, coextruded
backing film, polyester release liner.

Important: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Mfd. by: Noven Pharmaceuticals, Inc.

Miami, Florida 33186 202329-1
Dist. by: Novartis Pharmaceuticals Corp. 3
East Hanover, New Jersey 07936 © Novartis

U> NOVARTIS

NDC 0078-0345-62

VIVELLE(dot)” 0075

(estradiol transdermal system)
Delivers 0.075 mg /day Twice Weekly

Contents: One 7.5 cm? System Rx only

Each 7.5 cm? system contains 1.17 mg of estradiol USP.

Inactive components: acrylic adhesive, silicone adhesive,

oleyl alcohol, dipropylene glycol, povidone, coextruded

backing film, polyester release liner.

Important: Package not child-resistant.

Keep out of the reach of children.

Apply immediately upon removal from pouch.

Do not store unpouched.

Store at controlled room temperature at 25°C (77°F).

Mid. by: Noven Pharmaceuticals, Inc.

ami, Florida 33186 202329-1
Novartis Pharmaceuticals Corp.

ver, New Jersey 07936 © Novartis

U> NOVARTIS




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

NDC 0078-0346-62 6 NDC 0078-0346-62 NDC 0078-0346-62 NDC 0078-0346-62

VIVELLE(dot)” 01 VIVELLE(dot)” 01 VIVELLE(dot)” 01 VIVELLE(dot)” o1 VIVELLE(dot)” o1

(estradiol transdermol system) (estradiol transdermol system) (estradiol transdermal system) (estradiol transdermal system) (estradiol transdermal system)
Delivers 0.1 mg /day Twice Weekly Delivers 0.1 mg /day Twice Weekly Delivers 0.1 mg /day Twice Weekly Delivers 0.1 mg /day Twice Weekly Delivers 0.1 mg /day Twice Weekly

Contents: One 10.0 cm? System Rx only Contents: One 10.0 cm? System Rx only Contents: One 10.0 cm? System Rx only Contents: One 10.0 cm? System Rx only Contents: One 10.0 cm? System Rx only
Each 10.0 cm? system contains 1.56 mg of estradiol USP. Each 10.0 cm? system contains 1.56 mg of estradiol USP. Each 10.0 cm? system contains 1.56 mg of estradiol USP. Each 10.0 cm? system contains 1.56 mg of estradiol USP. Each 10.0 cm? system contains 1.56 mg of estradiol USP.
Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive, Inactive components: acrylic adhesive, silicone adhesive,
oleyl alcohol, dipropylene glycol, povidone, coextruded oleyl alcohol, dipropylene glycol, povidone, coextruded oleyl alcohol, dipropylene glycol, povidone, coextruded oleyl alcohol, dipropylene glycol, povidone, coextruded oleyl alcohol, dipropylene glycol, povidone, coextruded
backing film, polyester release liner. backing film, polyester release liner. backing film, polyester release liner. backing film, polyester release liner. backing film, polyester release liner.

Important: Package not child-resistant. Important: Package not child-resistant. Important: Package not child-resistant. Important: Package not child-resistant. Important: Package not child-resistant.

Keep out of the reach of children. Keep out of the reach of children. Keep out of the reach of children. Keep out of the reach of children. Keep out of the reach of children.

Apply immediately upon removal from pouch. Apply immediately upon removal from pouch. Apply immediately upon removal from pouch. Apply immediately upon removal from pouch. Apply immediately upon removal from pouch.

Do not store unpouched. Do not store unpouched. Do not store unpouched. Do not store unpouched. Do not store unpouched.

Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F). Store at controlled room temperature at 25°C (77°F).

Mfd. by: Noven Pharmaceuticals, Inc.

Mfd. by: Noven Pharmaceuticals, Inc. Mfd. by: Noven Pharmaceuticals, Inc. Mfd. by: Noven Pharmaceuticals, Inc. Mfd. by: Noven Pharmaceuticals, Inc.

Miami, Florida 33186 202330-1 Miami, Florida 33186 202330-1 Miami, Florida 33186 202330-1 Miami, Florida 33186 202330-1 ami, Florida 33186 202330-1
Dist. by: Novartis Pharmaceuticals Corp. Us Dist. by: Novartis Pharmaceuticals Corp. Us Dist. by: Novartis Pharmaceuticals Corp. Us Dist. by: Novartis Pharmaceuticals Corp. Uus ist. by: Novartis Pharmaceuticals Corp. us
East Hanover, New Jersey 07936 © Novartis East Hanover, New Jersey 07936 © Novartis East Hanover, New Jersey 07936 © Novartis East Hanover, New Jersey 07936 © Novartis East Hanover, New Jersey 07936 © Novartis

> NOVARTIS > NOVARTIS > NOVARTIS {> NOVARTIS > NOVARTIS

LOT: EXP: LOT: EXP: LOT: EXP: LOT: EXP: LOT: EXP:



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

CHRISTINE P NGUYEN
09/01/2021 03:37:29 PM

Reference ID: 4850586





