VENLAFAXINE HYDROCHLORIDE- venlafaxine hydrochloride tablet
Zydus Lifesciences Limited

Venlafaxine Hydrochloride Tablets

SPL MEDGUIDE

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 65841-671-01 in bottle of 100 Tablets
Venlafaxine Hydrochloride Tablets, 25 mg
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NDC 65841-672-01 in bottle of 100 Tablets
Venlafaxine Hydrochloride Tablets, 37.5 mg
Rx only
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Venlafaxine
Tablets, USP

ATTENTION: Dispenaa the enclossd
Medication Guide to sach patient.

. 375mg )

100 TABLETS
Rx only

Each taklet corfains:
Venlafazine hydrmchloride, ISP equivalent
to venlataxine.. ... IT5mg

Uaual Dosags: See package insert for
complete prescriking infoemation.

Siore at 20° to 25°C (68° to T7°F) [See LISP
Controlled Room Temperahae] in a dry place.

Dispense in a well-closed contamer as
defined in the USP.

SEALED FOR YOLUR PROTECTION.

KEEF THIS AND ALL THE DRUGSE OUT g
OF THE REACH OF GHILD'REN.
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Manufactured by:
Cadila Healthcare Lid,
Ahmedakad India

NDC 65841-673-01 in bottle of 100 Tablets
Venlafaxine Hydrochloride Tablets, 50 mg

Rx only
100 TABLETS
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Venlafaxine
Tablets, USP
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ATTENTION: Dizpanaa the encloasd
Medication Guide to sach patient.
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100 TABLETS
Rx only

Each taklet cortains:
‘enlafaxne hydmochlonide, LSP equivalent
to wenlafaxine..........50 my

Usual Dosage: See package insert for
comglete prescribing information.

Store at 20° fo 25°C (BB" to T7°F) [See USP
Controlled Room Temperahwe] in a dry place.

Dispense in a well-closed container as
defined in the USP.

SEALED FOR Y'OUR PROTECTION.

KEEP THIE AND ALL THE DRUGS OUT E‘
OF THE REACGH OF CHILDREM.

Manufactured by:
Cadila Healthcare Lid.
Ahmedakad, India

(i

NDC 65841-674-01 in bottle of 100 Tablets
Venlafaxine Hydrochloride Tablets, 75 mg

Rx only
100 TABLETS
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Venlafaxine Hydrochloride Tablets, 100 mg
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VENLAFAXINE HYDROCHLORIDE
venlafaxine hydrochloride tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-671

Route of Administration ORAL




Active Ingredient/Active Moiety

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

Ingredient Name

Inactive Ingredients

Ingredient Name

FERRIC OXIDE YELLOW (UNIIl: EX43802MRT)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIl: 70097M6130)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
FERRIC OXIDE RED (UNII: 1KO9F3G675)

CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

Product Characteristics

Color

Shape

Flavor

Contains

Packaging

#

Item Code
NDC:65841-671-
06

NDC:65841-671-
14

NDC:65841-671-
16

NDC:65841-671-
01

NDC:65841-671-
05

NDC:65841-671-
10

ORANGE (PEACH)
ROUND (ROUND)

Package Description

30 in 1 BOTTLE; Type 0: Not a Combination
Product

60 in 1 BOTTLE; Type 0: Not a Combination
Product

90 in 1 BOTTLE; Type 0: Not a Combination
Product

100 in 1 BOTTLE; Type 0: Not a Combinatio
Product

500 in 1 BOTTLE; Type 0: Not a Combinatio
Product

1000 in 1 BOTTLE; Type 0: Not a Combinati
Product

Marketing Information

Marketing
Category

ANDA

Basis of
Strength SREfo
VENLAFAXINE 25 mg
Strength
Score 2 pieces
Size 6mm
Imprint Code ZC;64

Marketing Start
Date

06/13/2008
06/13/2008
06/13/2008

N 06/13/2008

n 06/13/2008

°N " 06/13/2008

Application Number or Monograph Marketing Start

Citation
ANDAO77653

VENLAFAXINE HYDROCHLORIDE

venlafaxine hydrochloride tablet

Date
06/13/2008

Marketing End
Date

Marketing End
Date



Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-672

Route of Administration ORAL

Active Ingredient/Active Moiety

Basis of

Ingredient Name Strength

Strength

VENLAFAXINE HYDROCHLORIDE (UNIl: 7D7RX5A8MO) (VENLAFAXINE -

UNI:GRZ 5RCB1QG) VENLAFAXINE 37.5 mg

Inactive Ingredients

Ingredient Name Strength
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856/3G2A2)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

Product Characteristics

Color ORANGE (PEACH) Score 2 pieces
Shape ROUND (ROUND) Size 7mm
Flavor Imprint Code ZC;65
Contains

Packaging

Marketing Start Marketing End

# Rem Code Package Description Date Date

NDC:65841-672- 30 in 1 BOTTLE; Type 0: Not a Combination
06 Product

NDC:65841-672- 60 in 1 BOTTLE; Type 0: Not a Combination
14 Product

NDC:65841-672- 90 in 1 BOTTLE; Type 0: Not a Combination
16 Product

NDC:65841-672- 100 in 1 BOTTLE; Type 0: Not a Combination
01 Product

NDC:65841-672- 500 in 1 BOTTLE; Type 0: Not a Combination
05 Product

NDC:65841-672- 1000 in 1 BOTTLE; Type 0: Not a Combination
10 Product

06/13/2008
06/13/2008
06/13/2008
06/13/2008
06/13/2008

06/13/2008

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDAOQO77653 06/13/2008



VENLAFAXINE HYDROCHLORIDE

venlafaxine hydrochloride tablet

Product Information

Product Type

HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source) NDC:65841-673

VENLAFAXINE HYDROCHLORIDE (UNIl: 7D7RX5A8MO) (VENLAFAXINE -

UNI:GRZ5RCB1QG)

Inactive Ingredients

Ingredient Name

FERRIC OXIDE YELLOW (UNII: EX43802MRT)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)

FERRIC OXIDE RED (UNII: 1KO9F3G675)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

Product Characteristics
ORANGE (PEACH) Score

Color

Shape

Flavor

Contains

Packaging

#

Item Code

NDC:65841-673-
06

NDC:65841-673-
14

NDC:65841-673-
16

NDC:65841-673-
01

NDC:65841-673-
05

NDC:65841-673-
10

ROUND (ROUND) Size

Imprint Code

Package Description

30 in 1 BOTTLE; Type 0: Not a Combination
Product

60 in 1 BOTTLE; Type 0: Not a Combination
Product

90 in 1 BOTTLE; Type 0: Not a Combination
Product

100 in 1 BOTTLE; Type 0: Not a Combination
Product

500 in 1 BOTTLE; Type 0: Not a Combination
Product

1000 in 1 BOTTLE; Type 0: Not a Combination
Product

Basis of

Strength Saelitisr

VENLAFAXINE 50 mg

Strength

2 pieces
8mm
ZC;66

Marketing Start Marketing End

Date

06/13/2008

06/13/2008

06/13/2008

06/13/2008

06/13/2008

06/13/2008

Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDAO077653 06/13/2008

VENLAFAXINE HYDROCHLORIDE

venlafaxine hydrochloride tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-674
Route of Administration ORAL
Active Ingredient/Active Moiety
- Basis of
Ingredient Name Strength Strength
VENLAFAXINE HYDROCHLORIDE (UNIl: 7D7RX5A8MO) (VENLAFAXINE -
UNII:GRZ 5RCB1QG) VENLAFAXINE 75.mg
Inactive Ingredients
Ingredient Name Strength
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
LACTOSE MONOHYDRATE (UNIl: EWMQ57Q8I5X)
MAGNESIUM STEARATE (UNIl: 70097M6130)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNI: 5856)3G2A2)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
Product Characteristics
Color ORANGE (PEACH) Score 2 pieces
Shape ROUND (ROUND) Size 10mm
Flavor Imprint Code ZC;67
Contains
Packaging
# Item Code Package Description e aElle) S Rl (E
Date Date

1 NDC:65841-674- 30 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008

06 Product
2 NDC:65841-674- 60 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008

14 Product
3 NDC:65841-674- 90 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008

16 Product



NDC:65841-674- 100 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008

01 Product

5 NDC:65841-674- 500 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008
05 Product

6 NDC:65841-674- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008
10 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDAO77653 06/13/2008

VENLAFAXINE HYDROCHLORIDE

venlafaxine hydrochloride tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-675

Route of Administration ORAL

Active Ingredient/Active Moiety

Basis of
Strength

VENLAFAXINE HYDROCHLORIDE (UNIIl: 7D7RX5A8MO) (VENLAFAXINE -
UNI:GRZ 5RCB1QG) VENLAFAXINE 100 mg

Ingredient Name Strength

Inactive Ingredients
Ingredient Name Strength
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856/3G2A2)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

Product Characteristics

Color ORANGE (PEACH) Score 2 pieces
Shape ROUND (ROUND) Size 10mm
Flavor Imprint Code ZC;68

Contains

Packaging
Marketing Start Marketing End
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Date Date
1 NDC:65841-675- 30 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008
06 Product
2 NDC:65841-675- 60 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008
14 Product
3 NDC:65841-675- 90 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008
16 Product
a NDC:65841-675- 100 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008
01 Product
5 NDC:65841-675- 500 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008
05 Product
6 NDC:65841-675- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/13/2008
10 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA077653 06/13/2008

Labeler - Zydus Lifesciences Limited (918596198)

Revised: 9/2023 Zydus Lifesciences Limited
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