WARFARIN SODIUM- warfarin sodium tablet

Zydus Lifesciences Limited

WARFARIN SODIUM TABLETS, USP

SPL MEDGUIDE

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 65841-052-01 in bottle of 100 tablets
Warfarin Sodium Tablets USP, 1 mg

Each mblel contains :
Warfarin Sodium, USP erystalling” ... 1 mg

Presenl as crystaline sodium warfarn isopropanol dathrate.

Usual Adult Dosage: See package inser for complete
presoribing informabion.

Stare at 207 - 26°C (68° - T7°F) [Sea USP Contralled Room
Temparatine]. Protect from Gight.

Dispense in a tight, light-resistant container as defined
in the USP. Reseal cap tightly.

KEEP THIS AND ALL THE DRUGS OUT OF THE

REACH OF CHILDREMN.
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NDC 65841-053-01 in bottle of 100 tablets
Warfarin Sodium Tablets USP, 2 mg
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Manufactured by:
Cadila Healthcare Lid. Ahmedabad, India

Each tablel contains : ?

Warfarin Sodium, USP crystalling ... 2 mg

"Prasant a5 crystalling sodium warfarin isopropanal clathrate.
Usial Adult Dosage: See package insert lor comphs i
prescribing i nform ation.

Slora at 20° - 25°C (68" - 77T°F)[See USP Contralled Room
Temperatura]. Protect from light

Dispense in a tight, light-resistant container as defined
inthe USP. Reseal cap tightly.

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

Manufactured by:
Cadila Healtheane Lid. Ahmedabad, India

J

R 1112

Rews 1112
.




NDC 65841-064-01 in bottle of 100 tablets
Warfarin Sodium Tablets USP, 2.5 mg

Rx only
100 tablets
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PHARMAGST: Disperse e Madicion
{Guide provided separaddly bo sachpafent.

Rx only
100 TABLETS

NDC 65841-054-01 in bottle of 100 tablets
W arfarin Sodium Tablets USP, 3 mg

Rx only
100 tablets
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NDC 65841-055-01 in bottle of 100 tablets
Warfarin Sodium Tablets USP, 4 mg

Rx only
100 tablets

Each tablet contains
Warfarin Sodium, USP crystalling” ... 2.5 mg

*Prasant as crystaliine sodium wadarin isapropanal clathrate.

Usual Adult Dosage: See package insert for complele
prescrbing infomation.

Stone al 20° - 25°C (68° - TT°F)[Sea USP Controlled Room
Temparature|. Pro®ct from light

Dispense in a tight, light-resistant container as defined
inthe USP. Reseal cap tightly.

KEEP THIS AND ALL THE DRUGS OUT OF THE
REACH OF CHILD REN.

Manufactured by:
Cadila Healthcare Lid. Ahmedabad, India

Each 1ablel conlains @
‘Warfarin Sodium, USP crystalling” ... 3 mg
"Present as crystalline sodium warfarin isopropanal clathrate.

Usual Adult Dosage: See package insert for comples
prescrbing infomation.

Slore al 20° - 25°C (687 - TT°F)[Sea USP Conkrolled Room
Temperature]. Protect from light

Dispense in a tight, light-resistant container as defined
in the USP. Reseal cap tightly.

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

Manufactured by:
Cadila Healthcare LY. Ahmedabad, India
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NDC 65841-056-01 in bottle of 100 tablets
Warfarin Sodium Tablets USP, 5 mg

Rx only

100 tablets
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NDC 65841-057-01 in bottle of 100 tablets
Warfarin Sodium Tablets USP, 6 mg

Rx only

100 tablets
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Each tablel conlains !
‘Warfarin Sodium, USP crystalline” ... 4 mg

*Prasant as crystalline sodium warfarin isopropanal clathrate.

Usual Adult Dosage: See package insert for comple s
prescribing infommatian.

Store at 20° - 25°C (687 - T7T°F)[See USP Contralled Room
Temperatura]. Protect from light

Dispense in a tight, light-resistant container as defined
inthe USP. Reseal cap tightly.

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

Manufactured by:
Gadila Healthcare Lid. Ahmedabad, India

Each tablet contains -
Warfarin Sodium, USP crystalline” ... 5 mg

*Prasent as crystalline sodium warfarin isopropanal clathrate,

Usual Adult Dosage: See package insart for comphs ks
prescribing i nfom ation.

Store at 20° - 25°C (667 - TT°F)[See USP Contralled Room
Temperatura]. Protect from light

Dispense in a tight, light-resistant container as defined
inthe USP. Reseal cap tightly.

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

Manufactured by:
Cadila Haalthcarne L. Ahmedabad, India

Each lablet contains :
‘Warfarin Sodium, USP erystalling” ... 6 mg

*Prasent as crystalline sodium warfarin isopropanal clathrate.

Usual Adult Dosage: See package insert for compleis
prescribing infommation .

Slore al 20° - 257°C (687 - TT°F)[See USP Conkolled Room
Temperatune]. Protect from light

Dispense in a tight, light-resistant container as defined
inthe USP. Reseal cap tightly.

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

Manufactured by:
Cadila Healthcare Lid. Ahmedabad, India
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NDC 65841-058-01 in bottle of 100 tablets
Warfarin Sodium Tablets USP, 7.5 mg

Rx only
100 tablets
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NDC 65841-059-01 in bottle of 100 tablets
Warfarin Sodium Tablets USP, 10 mg
Rx only
100 tablets
' E— Each tablet containe : T
W= = Warkarn Sodium, USP crystalling” ... 10 mg L
&g NDC 638410591 "Prasant as crystalline sodium wararin isopropanal clathrate. ;
;: WARFARIN Usual Adult Dosage: Ses package inserl for complals -
I prescrbing infamation.
i
SODIUM Store at 20°- 25°C (B6”- T7°F)[See USP Contralled Room
S — TElb|EtE, UspP Temperatura]. Prokct from light
- — Dispense in a tight, light-resistant container as defined
3; in the USP. Reseal cap tightly.
= — - PHARMAGST: lispense e Madfcdtn | e pp THIS AND ALL THE DRUGS OUT OF THE
T s (Guide provided separafdly to mch patent REACH OF CHILDREN.
. o Rx only :
. MO VARNISH Manufactured by
L S 0 IS 100 TABLETS Cadila Healthaare L. Ahmedabad, India J
WARFARIN SODIUM
warfarin sodium tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-052
Route of Administration ORAL

Active Ingredient/Active Moiety



Ingredient Name Basis of Strength Strength
WARFARIN SODIUM (UNII: 6153CWMOCL) (WARFARIN - UNII:5Q7Z VW76EI) WARFARIN SODIUM 1 mg

Inactive Ingredients

Ingredient Name Strength
D&C RED NO. 6 BARIUM LAKE (UNIl: K4XZ D9WOIK)
HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNIl: RFW2ET671P)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
STARCH, CORN (UNII: 08232NY3S))

Product Characteristics

Color PINK (PINK) Score 2 pieces
Shape OVAL (OVAL) Size 11lmm
Flavor Imprint Code WAR; 1
Contains
Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
1 NDC:65841-052- 100 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
01 Product
2 NDC:65841-052- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
10 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA040663 06/19/2006
WARFARIN SODIUM
warfarin sodium tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-053

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
WARFARIN SODIUM (UNII: 6153CWMOCL) (WARFARIN - UNII:5Q7ZVV76El) WARFARIN SODIUM 2 mg



Inactive Ingredients

Ingredient Name
FD&C BLUE NO. 2--ALUMINUM LAKE (UNII: 4AQJ3LG584)
HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNIl: RFW2ET671P)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)
STARCH, CORN (UNII: 08232NY3S))
ALUMINUM OXIDE (UNII: LMI2606933)

Product Characteristics

Color PURPLE (LAVENDER) Score
Shape OVAL (OVAL) Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketlngistant
Date
1 NDC:65841-053- 100 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
01 Product
2 NDC:65841-053- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006

10 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA040663 06/19/2006

WARFARIN SODIUM

warfarin sodium tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Strength

2 pieces
11mm
WAR; 2

Marketing End
Date

Marketing End
Date

NDC:65841-064

Ingredient Name Basis of Strength Strength
WARFARIN SODIUM (UNII: 6153CWMOCL) (WARFARIN - UNII:5Q7Z VV76EI) WARFARIN SODIUM 2.5 mg

Inactive Ingredients



Ingredient Name Strength
ALUMINUM OXIDE (UNII: LMI2606933)
D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)
FD&C BLUE NO. 1--ALUMINUM LAKE (UNII: J9EQA3S2JM)
HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNIl: RFW2ET671P)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
STARCH, CORN (UNII: 08232NY3S))

Product Characteristics

Color GREEN (GREEN) Score 2 pieces

Shape OVAL (OVAL) Size 1lmm

Flavor Imprint Code WAR;2;1;2
Contains

Packaging

# Item Code Package Description bEiElle) S zedle (=

Date Date
1 NDC:65841-064- 100 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
01 Product
2 NDC:65841-064- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
10 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA040663 06/19/2006
WARFARIN SODIUM
warfarin sodium tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-054
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

WARFARIN SODIUM (UNII: 6153CWMOCL) (WARFARIN - UNII:5Q7ZVV76EI) WARFARIN SODIUM 3 mg

Inactive Ingredients
Ingredient Name Strength



ALUMINUM OXIDE (UNIl: LMI2606933)

FD&C BLUE NO. 2--ALUMINUM LAKE (UNII: 4AQ)3LG584)

FD&C RED NO. 40 (UNIl: WZB9127X0A)

FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)

HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNII: RFW2ET671P)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNII: 70097M6130)

STARCH, CORN (UNIIl: 08232NY3S))

Product Characteristics

Color BROWN (TAN) Score
Shape OVAL (OVAL) Size
Flavor Imprint Code
Contains
Packaging
# Iem Code Package Description Marketing Start
Date
1 NDC:65841-054- 100 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
01 Product
2 NDC:65841-054- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006

10 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA040663 06/19/2006

WARFARIN SODIUM

warfarin sodium tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

2 pieces
11mm
WAR;3

Marketing End
Date

Marketing End
Date

NDC:65841-055

Ingredient Name Basis of Strength Strength
WARFARIN SODIUM (UNII: 6153CWMOCL) (WARFARIN - UNII:5Q7ZVV76El) WARFARIN SODIUM 4 mg

Inactive Ingredients

Ingredient Name
FD&C BLUE NO. 1--ALUMINUM LAKE (UNII: ]9EQA3S2|M)

Strength



HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNII: RFW2ET671P)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNII: 70097M6130)

STARCH, CORN (UNIIl: 08232NY3S))

Product Characteristics

Color BLUE (BLUE) Score 2 pieces

Shape OVAL (OVAL) Size 11lmm

Flavor Imprint Code WAR; 4

Contains

Packaging

# Item Code Package Description i aElle) SR el (E

Date Date
1 NDC:65841-055- 100 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
01 Product
2 NDC:65841-055- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
10 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA040663 06/19/2006
WARFARIN SODIUM
warfarin sodium tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-056
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

WARFARIN SODIUM (UNII: 6153CWMOCL) (WARFARIN - UNII:5Q7ZVV76EI) WARFARIN SODIUM 5 mg

Inactive Ingredients

Ingredient Name
ALUMINUM OXIDE (UNII: LMI2606933)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNIl: RFW2ET671P)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)

Strength



MAGNESIUM STEARATE (UNIl: 70097M6130)
STARCH, CORN (UNIIl: 08232NY3S))

Product Characteristics

Color ORANGE (PEACH) Score 2 pieces
Shape OVAL (OVAL) Size 1lmm
Flavor Imprint Code WAR; 5
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date

1 NDC:65841-056- 90 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006

16 Product
2 NDC:65841-056- 100 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006

01 Product
3 NDC:65841-056- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006

10 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA040663 06/19/2006
WARFARIN SODIUM
warfarin sodium tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-057

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
WARFARIN SODIUM (UNII: 6153CWMOCL) (WARFARIN - UNII:5Q7Z VV76EI)

Inactive Ingredients

Ingredient Name
FD&C BLUE NO. 1--ALUMINUM LAKE (UNII: J9EQA3S2JM)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNIl: RFW2ET671P)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)

Basis of Strength Strength
WARFARIN SODIUM 6 mg

Strength



STARCH, CORN (UNIIl: 08232NY3S))
ALUMINUM OXIDE (UNII: LMI2606933)

Product Characteristics

Color GREEN (TEAL) Score 2 pieces
Shape OVAL (OVAL) Size 11mm
Flavor Imprint Code WAR; 6
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:65841-057- 100 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
01 Product
2 NDC:65841-057- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006
10 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA040663 06/19/2006
WARFARIN SODIUM
warfarin sodium tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-058
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
WARFARIN SODIUM (UNII: 6153CWMOCL) (WARFARIN - UNII:5Q7Z VV76EI) WARFARIN SODIUM 7.5 mg
Inactive Ingredients
Ingredient Name Strength

ALUMINUM OXIDE (UNII: LMI2606933)

D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)

FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)

HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNII: RFW2ET671P)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNII: 70097M6130)

STARCH, CORN (UNIl: 08232NY3S))



Product Characteristics

Color YELLOW (YELLOW) Score 2 pieces

Shape OVAL (OVAL) Size 11mm

Flavor Imprint Code WAR;7;1;2

Contains

Packaging

# Rem Code Package Description Marketing Start Marketing End
Date Date

NDC:65841-058- 100 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006

1 01 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA040663 06/19/2006

WARFARIN SODIUM

warfarin sodium tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-059

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
WARFARIN SODIUM (UNII: 6153CWMOCL) (WARFARIN - UNII:5Q7Z VW76EI) WARFARIN SODIUM 10 mg

Inactive Ingredients
Ingredient Name Strength
HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNIl: RFW2ET671P)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
STARCH, CORN (UNII: 08232NY3S))

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score 2 pieces
Shape OVAL (OVAL) Size 11lmm
Flavor Imprint Code WAR; 10



Contains

Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date

NDC:65841-059- 100 in 1 BOTTLE; Type 0: Not a Combination 06/19/2006

1 01 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA040663 06/19/2006

Labeler - zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Zydus ANALYSIS(65841-052, 65841-053, 65841-064, 65841-054, 65841-055, 65841-056,
Lifesciences 918596198 65841-057, 65841-058, 65841-059) , MANUFACTURE(65841-052, 65841-053, 65841-
Limited 064, 65841-054, 65841-055, 65841-056, 65841-057, 65841-058, 65841-059)

Revised: 10/2023 Zydus Lifesciences Limited
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