CARVEDILOL- carvedilol tablet, film coated

Cadila Healthcare Limited

CARVEDILOL TABLETS

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 65841-616-01 in bottle of 100 Tablets
Carvedilol Tablets USP, 3.125 mg

Ry only
100 Tablets
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NDC 65841-616-01 —

Carvedilol
Tablets, USP

100 TABLETS
Rx only

7 zydus

Each tablei confains:
Carvedilol, USP ... 3125 mg

Usual Dosage: See package meert for
complete prescribing information.

Store at 20° to 25°C (88" to 77°F)
[See USP Controlled Room Temperature].

Important - Use safety closures when
dispensing this product unless otherwize
directed by physician or regquested

by purchaser.

Dispense in a tight, light-resistant container.

Protect from moisture.

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

Manufactured by:
Cadila Healthcare Lid_,
India

gLl “ey

NDC 65841-617-01 in bottle of 100 Tablets
Carvedilol Tablets USP, 6.25 mg

Ry only
100 Tablets
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i | NDC 65841-617-01 ~ |

Carvedilol
Tablets, USP

100 TABLETS
{1‘? z-vd — Rx only

Each tablet contains:
Carvedilol, USP . 6.25mg

Usual Dosage: See package nsert for
complete prescribing information.

Store at 20° to 25°C (88" fo T7°F)
[See USP Controlled Room Temperature].

Important : Use safety closures when
dispensing this product unless otherwize
directed by physician or reguested

by purchaser.

Dipensze in a tight, hight-resistant container.

Protect from moisture.

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

Code No.: HRAT204

Manufactured by:
Cadila Healthcare Lid.,
India
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NDC 65841-618-01 inbottle of 100 Tablets
Carvedilol Tablets USP, 12.5 mg

Ry only

100 Tablets

| Nncsaa41-613-n1

Carvedilol
Tablets, USP

25m; 0

100 TABLETS
ffﬂE pz-y—gm"f Rx only

‘ i

Each tablet contains:
Carvedilol, USP ........ 125 mg

Usual Dosage: See package msert for
complefe prescriking information.

Store at 20° to 25°C (BB° fo 77°F)
[See USP Controlled Room Temperature].

Important : Use safety closures when
digpensing this product unless otherwize
directed by physician or regquested

by purchazer.

Dispensze in a tight, light-resistant container.

Protect from moisture.

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

Manufactured by:
Cadila Healthcare Lid.,
India
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NDC 65841-619-01 in bottle of 100 Tablets
Carvedilol Tablets USP, 25 mg

Ry only

100 Tablets
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CARVEDILOL
carvedilol tablet, film coated
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-6 16
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CARVEDILOL (UNII: 0K47UL67F2) (CARVEDILOL - UNI:0K47UL6 7F2) CARVEDILOL 3.125 mg
Inactive Ingredients
Ingredient Name Strength

CROSPOVIDONE (12 MPA.S AT 5%) (UNIL: 40UAA97IT9)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO)

LACTO SE MONOHYDRATE (UNI: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNIL: 70097M6130)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIL: 3WJQ0SDW1A)
POVIDONE K30 (UNIL: U725QWY32X)

SILICON DIOXIDE (UNIL: ETJ7Z6 XBU4)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 4mm
Flavor Imprint Code Z;1



Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65841-616-17 28 in 1 BOTTLE; Type 0: Nota Combination Product 09/05/2007

2 NDC:65841-616-01 100 in 1 BOTTLE; Type 0: Nota Combination Product 09/05/2007

3 NDC:65841-616-05 500 in 1 BOTTLE; Type 0: Nota Combination Product 09/05/2007

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDA077614 09/05/2007

CARVEDILOL
carvedilol tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-617

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CARVEDILOL (UNIL: 0K47UL67F2) (CARVEDILOL - UNI:0K47UL6 7F2) CARVEDILOL 6.25 mg
Inactive Ingredients
Ingredient Name Strength

CROSPOVIDONE (12 MPA.S AT 5%) (UNIL: 40UAA97IT9)
HYPROMELLO SE, UNSPECIFIED (UNII: 3NXW29V3WO)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNIL: 70097M6130)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIL: 3WJQ0SDW1A)
POVIDONE K30 (UNIL: U725QWY32X)

SILICON DIO XIDE (UNI: ETJ7Z26 XBU4)

TALC (UNIL: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIL 15FIX9V2JP)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 6mm
Flavor Imprint Code ZC40

Contains



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65841-617-17 28 in 1 BOTTLE; Type 0: Nota Combination Product 09/05/2007

2 NDC:65841-617-01 100 in 1 BOTTLE; Type 0: Nota Combination Product  09/05/2007

3 NDC:65841-617-05 500 in 1 BOTTLE; Type 0: Nota Combination Product 09/05/2007

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA077614 09/05/2007

CARVEDILOL
carvedilol tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-618

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CARVEDILOL (UNIL: 0K47UL67F2) (CARVEDILOL - UNI:0K47ULG6 7F2) CARVEDILOL 12.5 mg
Inactive Ingredients
Ingredient Name Strength

CROSPOVIDONE (12 MPA.S AT 5%) (UNIL: 40UAA97IT9)
HYPROMELLO SE, UNSPECIFIED (UNII: 3NXW29V3WO)

LACTO SE MONOHYDRATE (UNI: EWQ57Q8I15X)

MAGNESIUM STEARATE (UNIL: 70097M6130)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQO0SDW1A)
POVIDONE K30 (UNIL: U725QWY32X)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 8mm
Flavor Imprint Code 7C41

Contains



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65841-618-17 28 in 1 BOTTLE; Type 0: Nota Combination Product 09/05/2007

2 NDC:65841-618-01 100 in 1 BOTTLE; Type 0: Nota Combination Product 09/05/2007

3 NDC:65841-618-05 500 in 1 BOTTLE; Type 0: Nota Combination Product 09/05/2007

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
ANDA ANDA077614 09/05/2007

CARVEDILOL
carvedilol tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-619

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CARVEDILOL (UNIL: 0K47UL67F2) (CARVEDILOL - UNI:0K47UL6 7F2) CARVEDILOL 25 mg
Inactive Ingredients
Ingredient Name Strength

CROSPOVIDONE (12 MPA.S AT 5%) (UNIL: 40UAA97IT9)
HYPROMELLO SE, UNSPECIFIED (UNI: 3NXW29 V3WO)
LACTOSE MONOHYDRATE (UNI: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNIL: 70097M6130)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDWIA)
POVIDONE K30 (UNII: U725QWY32X)

TALC (UNIE: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 10mm
Flavor Imprint Code 7C42
Contains

Packaging



# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65841-619-17 28 in 1 BOTTLE; Type 0: Not a Combination Product 09/05/2007
2 NDC:65841-619-01 100 in 1 BOTTLE; Type 0: Not a Combination Product 09/05/2007
3 NDC:65841-619-05 500 in 1 BOTTLE; Type 0: Nota Combination Product 09/05/2007

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA077614 09/05/2007

Labeler - cadila Healthcare Limited (918596198)

Registrant - Cadila Healthcare Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Cadila Healthcare 918596198 ANALYSIS(65841-616, 65841-617, 65841-618, 65841-619) , MANUFACTURE(65841-6 16,
Limited 65841-617,65841-618, 65841-619)
Establishment

Name Address ID/FEI Business Operations

CADILA HEALTHCARE 677605858 ANALYSIS(65841-616, 65841-617, 65841-618, 65841-619) , MANUFACTURE(65841-
LIMITED 616, 65841-617, 65841-618, 65841-619)

Revised: 8/2020 Cadila Healthcare Limited
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