VENLAFAXINE- venlafaxine tablet, extended release
Zydus Lifesciences Limited

VENLAFAXINE extended-release tablets, for oral use

SPL MEDGUIDE

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
Venlafaxine extended-release tablets, 37.5 mg
NDC 70771-1649-3

30 Tablets
Rx only
______ —————
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| | = Each extended-release tablet contains
— | Ve n Iafax ine venlafaxine hydrochioride, USP
= ' equivalent to 37.5 mg of venlatine.
=] | |
~ E— | Extended-Release Usual Dosage: Onoe daily. See package insert
N———F : for dosage information,
8§ [ This package is child-resistant.
& | : Ta b I Ets Store at 20°C o 25°C (68°F to 77°F); excursions
o e | [ permitted befween 15°C to 30°C (59°F to 85°F)
w | } 37 5 m [See USP Conirolled Room Temperature).
: : z g Protect from moisture and humidity.
o | | Keep this and all drugs out of
: : | PHARMACGIST: Dispense the Medication the reach of children.
| | Al eyl el e hpatical: Medication Guide available at waw.zydususa com/
| | 30 Tablets medguides or call 1-877-993-87749.
[ | g Mig. by- Cadila Healthcare Ltd.
Rev.; 0622 : : '4; m Rx only .Ah?n:#-];ba:: Ir:!ia o
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Venlafaxine extended-release tablets, 75 mg
NDC 70771-1650-3

30 Tablets

Rx only
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Venlafaxine
Extended-Release
Tablets

PHARMACIST: Dispense the Medication |

Guide provided separately to each patient.
30 Tablets
G‘Em Rx only

I

Each exfended-release tablet containg
venlafaxing hydrochloride, USP

equivalent to 75 mg of venlafaxine.

Usual Dosage: Once daily. See package insert
fior dosage information.

This package is child-resistant.

Store at 20°C to 25°C (BB°F to 77°F); excursions
permitied between 15°C to 30°C (59°F to 88°F)
[See USP Controlied Rioom Temperature].
Protect from moisture and humidity.

Keep this and all drugs out of

the reach of children.

Medication Guide available at waww zydususa com/
mediguides or call 1-877-993-8779.

Mfg. by: Cadila Healthcare Lid.
Ahmedabad, India

Venlafaxine extended-release tablets, 150 mg

NDC 70771-1651-3
30 Tablets
Rx only
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NDc 70771-1651-3 y

Venlafaxine
Extended-Release
Tablets

| PHARMACIST: Dispense the Medication |

Guide provided separately to each patient.
30 Tablets
G‘Em Rx only

[N

Each extended-release tablet contains
venlafaxine hydrochloride, USP

equivalent to 150 myg of venlafaxine.

Usual Dosage: Once daily. See package insert
for dosage information.

This package is child-resistant.

Store at 20°C to 25°C (B8°F to T7°F); excursions
permitted between 15°C to 30°C (59°F 1o 86°F)
[See USP Controlled Room Temperature).
Protect from moisture and hurmidity.

Keep this and all drugs out of

the reach of children.

Medication Guide available at www.zydususa.com/
medguides or call 1-877-993-8774.

Mfg. by- Cadila Healthcare Lid.

Ahmedabad, India

Dist. by: Zydus Pharmaceuticals (USA) Inc.
Pennington, NJ 08534

Venlafaxine extended-release tablets, 225 mg

NDC 70771-1652-3
30 Tablets
Rx only
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| I = Each exfended-release tablet contzins
E— | Ve n Iafax ine venlafaxine hydrochloride, USP
;— : I equivalent to 225 mg of venlafaxine.
:= : : Exte n d Ed - Re I @A SEe UsualDosage: Once daily See package insert
——H | t for dosage informeation.
1 [ T bl This package is child-resistant.
— | |
: l | a e S Store at 20°C to 26°C (B8°F to T7°F); excursions
— | [ permitted between 15°C to 30°C (59°F to B6°F)
w I : [See USF Confrolled Room Temperature].
e : : Protect from moisture and humidity.
= | [ Keep this and all drugs out of
: : PHARMACIST: Dispense the Medication ‘ the reach of children.
: ! S rovvied Sevdle i i edeT patics Medicafion Guide available at www zydususa.com/
medguides or call 1-877-993-8779.
l |
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Rev: ooz | £ [ Mos' e Rxonly Anmedabad. Inda
| |

venlafaxine tablet, extended release

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1649

Route of Administration ORAL

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
VENLAFAXINE HYDROCHLORIDE (UNII: 7D7RX5A8MO) (VENLAFAXINE -
UNII:GRZ 5RCB1QG) VENLAFAXINE 37.5 mg
Inactive Ingredients
Ingredient Name Strength

CELLULOSE ACETATE (UNII: 3)2P07GVB6)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
HYPROMELLOSE 2208 (100 MPA.S) (UNIl: BLQE5P712K)
MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIl: 30WL53L36A)

MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
POVIDONE K90 (UNIl: RDH86H)V5Z)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

SHELLAC (UNIl: 46N107B710)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)



Product Characteristics

Color WHITE (off-white) Score

Shape ROUND Size

Flavor Imprint Code

Contains

Packaging

# Iem Code Package Description

1 NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1649-3 Product

2 NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
1649-9 Product

3 NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1649-1 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA215622

VENLAFAXINE

venlafaxine tablet, extended release

Product Information

09/01/2022

09/01/2022

09/01/2022

no score
6mm
1348

Marketing Start Marketing End

Date

Marketing Start Marketing End
Date Date

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1650

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

VENLAFAXINE HYDROCHLORIDE (UNIIl: 7D7RX5A8MO) (VENLAFAXINE -
UNII:GRZ5RCB1QG)

Inactive Ingredients

Ingredient Name
CELLULOSE ACETATE (UNII: 3]2P07GVB6)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
HYPROMELLOSE 2208 (100 MPA.S) (UNIl: BIQE5P712K)
MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIIl: 30WL53L36A)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

Basis of

Strength Strength
VENLAFAXINE 75 mg
Strength



POLYETHYLENE GLYCOL 400 (UNIl: B697894S5GQ)
POVIDONE K90 (UNIl: RDH86H)V5Z)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNII: 46N107B710)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Product Characteristics

Color WHITE (off-white) Score no score
Shape ROUND Size 8mm
Flavor Imprint Code 1349
Contains
Packaging
# Item Code Package Description farketingistant Marketing End
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 1650-3 Product 09/01/2022
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 16509 Product 09/01/2022
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
3 1650-1 Product 09/01/2022
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA215622 09/01/2022
VENLAFAXINE
venlafaxine tablet, extended release
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1651
Route of Administration ORAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
VENLAFAXINE HYDROCHLORIDE (UNIl: 7D7RX5A8MO) (VENLAFAXINE - VENLAFAXINE 150 mg

UNII:GRZ5RCB1QG)

Inactive Ingredients
Ingredient Name Strength



CELLULOSE ACETATE (UNII: 3)2P07GVB6)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
HYPROMELLOSE 2208 (100 MPA.S) (UNIl: BILQE5P712K)
MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIl: 30WL53L36A)

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
POVIDONE K90 (UNIl: RDH86H)V5Z)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

SHELLAC (UNIl: 46N107B710)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Product Characteristics

Color WHITE (off-white) Score no score
Shape ROUND Size 10mm
Flavor Imprint Code 1350
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 16513 Product 09/01/2022
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1651-9 Product 03/01/2022
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
3 16511 Product SRR
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA215622 09/01/2022
VENLAFAXINE
venlafaxine tablet, extended release
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1652
Route of Administration ORAL
Active Ingredient/Active Moiety
Basis of

Ingredient Name Strength

Strength



VENLAFAXINE HYDROCHLORIDE (UNIl: 7D7RX5A8MO) (VENLAFAXINE -
UNI:GRZ 5RCB1QG) VENLAFAXINE 225 mg
Inactive Ingredients
Ingredient Name Strength
CELLULOSE ACETATE (UNIIl: 3)2P07GVB6)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
HYPROMELLOSE 2208 (100 MPA.S) (UNIl: BILQE5P712K)
MAGNESIUM STEARATE (UNIl: 70097M6130)
MANNITOL (UNII: 30WL53L36A)
MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIIl: B697894SGQ)
POVIDONE K90 (UNIl: RDH86HJV5Z)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNIIl: 46N107B710)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
Product Characteristics
Color WHITE (off-white) Score no score
Shape ROUND Size 12mm
Flavor Imprint Code 1352
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
B 1652-3 Product ey
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1652-9 Product 09/01/2022
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
e 1652-1 Product B o022
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA215622 09/01/2022
Labeler - zydus Lifesciences Limited (918596198)
Establishment
Name Address ID/FEI Business Operations
E%/dus. 863362789 ANALYSIS(70771-1649, 70771-1650, 70771-1651, 70771-1652) ,
iresciences MANUFACTURE(70771-1649, 70771-1650, 70771-1651, 70771-1652)

Limited
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