AMLODIPINE BESYLATE- amlodipine besylate tablet

Zydus Lifesciences Limited

AMLODIPINE Besylate Tablets

SPL MEDGUIDE

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 65841-620-16 in bottle of 90 tablets
Amlodipine Besylate Tablets USP, 2.5 mg

Rx only
90 tablets
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*Each tablet containg:
Amlodipine besylate, USP equivalent to
amlodiping ... 25 mg

Usual Dosage: See package insert
for complete prescrbing information.

Store at 20° fo 25°C (68" to TT°F)
[See USF Controlled Foom Temperature].
Protect from light.

[hepense in a tight, ight-resistant container.

Keep this and all drugs out of the
reach of children.

Manufactured by:
Iydus Lifesciences Ltd., India

NDC 65841-621-16 in bottle of 90 tablets
Amlodipine Besylate Tablets USP, 5 mg
Rx only

90 tablets
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*Each tablet contains:
Amlodipine besylate, USP equivalent to
amlodipine ... S mg

Usual Dosage: See package insert
for complete prescnbing information.

Store at 207 to 29°C (68° to TT°F)

[See USP Controlled Room Temperature].
Protect from light.

Dispenze in a tight, light-resistant containar.

Keep this and all drugs out of the
reach of children.

Manufactured by:
Zydus Lifesciences Ltd., India

NDC 65841-622-16 in bottle of 90 tablets
Amlodipine Besylate Tablets USP, 10 mg
Rx only

90 tablets
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*Each tablet containe:
Amlodipine besylate, USP equivalent to
amlodiping ... 10 mg

Usual Dosage: See package insert
for complete prescribing information.

Store at 20° to 25°C (68° to 77°F)

[See USP Controlled Room Temperature].
Protect from light.

Dispense in a tight, light-resistant container.

Keep thiz and all drugs out of the
reach of children.

Manufactured by:
Zydus Lifesclences Ltd, India

AMLODIPINE BESYLATE

amlodipine besylate tablet

Product Information




Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-620

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AMLODIPINE BESYLATE (UNIl: 864V2Q084H) (AMLODIPINE - UNII:1J444QC288)  AMLODIPINE 2.5 mg

Inactive Ingredients

Ingredient Name Strength
MAGNESIUM STEARATE (UNII: 70097M6I30)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size amm
Flavor Imprint Code Z;7
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:65841- 90 in 1 BOTTLE; Type 0: Not a Combination
1 620-16 Product 09/21/2007
NDC:65841- 100 in 1 BOTTLE; Type 0: Not a Combination
2 62001 Product 09/21/2007
NDC:65841- 500 in 1 BOTTLE; Type 0: Not a Combination
2 620-05 Product OlelieallPAg 0
NDC:65841- .
4 620-77 10 in 1 CARTON 09/21/2007
a 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA078226 09/21/2007

AMLODIPINE BESYLATE

amlodipine besylate tablet

Product Information



Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-621

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AMLODIPINE BESYLATE (UNII: 864V2Q084H) (AMLODIPINE - UNII:1J444QC288) AMLODIPINE 5 mg

Inactive Ingredients

Ingredient Name Strength
MAGNESIUM STEARATE (UNIl: 70097M6130)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 6mm
Flavor Imprint Code Z;3
Contains
Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
NDC:65841- 90 in 1 BOTTLE; Type 0: Not a Combination
1 62116 Product PR
NDC:65841- 100 in 1 BOTTLE; Type 0: Not a Combination
2 621-01 Product 03/21/2007
NDC:65841- 500 in 1 BOTTLE; Type 0: Not a Combination
3 62105 Product 09/21/2007
NDC:65841- :
4 621-77 10 in 1 CARTON 09/21/2007
a 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA078226 09/21/2007

AMLODIPINE BESYLATE

amlodipine besylate tablet



Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-622

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AMLODIPINE BESYLATE (UNII: 864V2Q084H) (AMLODIPINE - UNII:1J444QC288) AMLODIPINE 10 mg

Inactive Ingredients

Ingredient Name Strength
MAGNESIUM STEARATE (UNIl: 70097M6130)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIl: 5856)3G2A2)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 8mm
Flavor Imprint Code Z;5
Contains
Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
NDC:65841- 90 in 1 BOTTLE; Type 0: Not a Combination
1 62216 Product PR
NDC:65841- 100 in 1 BOTTLE; Type 0: Not a Combination
2 622-01 Product 03/21/2007
NDC:65841- 500 in 1 BOTTLE; Type 0: Not a Combination
3 62205 Product 09/21/2007
NDC:65841- .
4 622-77 10 in 1 CARTON 09/21/2007
a 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA078226 09/21/2007

Labeler - Zydus Lifesciences Limited (918596198)



Registrant = Zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Zydus Lifesciences 677605858 ANALYSIS(65841-620, 65841-621, 65841-622) , MANUFACTURE(65841-620,
Limited 65841-621, 65841-622)
Establishment

Name Address ID/FEI Business Operations
Zydus Lifesciences 918596198 ANALYSIS(65841-620, 65841-621, 65841-622) , MANUFACTURE(65841-620,
Limited 65841-621, 65841-622)

Revised: 9/2023 Zydus Lifesciences Limited
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