ARIPIPRAZOLE- aripiprazole tablet
Zydus Lifesciences Limited

ARIPIPRAZOLE TABLETS

SPL MEDGUIDE

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1451-1
Aripiprazole Tablets, 2 mg

100 tablets
Rx only
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:_ Usual Dosage: See package insert for
_. I 2 mg complete prescribing information.
o — Store at 20" to 25°C (68" to TT°F)
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NDC 70771-1452-1
Aripiprazole Tablets, 5 mg

100 tablets
Rx only
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"_."_ e Phenylketonurics: Contains 1.12 mg
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o— per tablet
:_ Usual Dosage: See package insert for
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NDC 70771-1453-9
Aripiprazole Tablets, 10 mg

90 tablets
Rx only

= NDC 70771-1453-9
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O — e Each tablet contains:
~ S rI pl prazo e Aripiprazole, USP......................10 mg
:_ T Phenylketonurics: Centains 1.12 mg
e e Ta bl ets phenylalanine (a component of aspartame)
S — per tablet

:_ e Usual Dosage: See package insert for

o — ’{u mﬁ complete prescribing information.

« I | el Store at 20° to 25°C (68° o T7°F)
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Rev.: 0219 !GHH“ Ahmedabad, India

NDC 70771-1454-9
Aripiprazole Tablets, 15 mg

90 tablets
Rx only
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- — ——— Aripiprazole, USP......_..........15mg
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NDC 70771-1455-9
Aripiprazole Tablets, 20 mg

90 tablets
Rx only
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NDC 70771-1456-9
Aripiprazole Tablets, 30 mg

90 tablets
Rx only




Each tablet contains:

Anpiprazole, USP...........cccee.e.... 30 myg
Phenylketonurics: Contains 2.35 mg
phenylalanine (3 component of aspartame)

Usual Dosage: See package insert for
complete prescribing information.

Store at 20° to 25°C (6B° to T7T°F)

[See USP Controlied Room Temperabure].
Dispense in a tight container.

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

Cadida Healthcare Ltd.
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ARIPIPRAZOLE

aripiprazole tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ARIPIPRAZOLE (UNII: 82VFR53178) (ARIPIPRAZ OLE - UNII:82VFR53178)

Inactive Ingredients

Ingredient Name
ASPARTAME (UNII: ZOH242BBR1)
CALCIUM STEARATE (UNIl: 776XM7047L)
CROSPOVIDONE (UNIl: 257830E561)
PEPPERMINT (UNII: VO5R5KMY2B)
MANNITOL (UNIl: 30WL53L36A)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE)

Shape FREEFORM (BARREL)

Flavor PEPPERMINT (FLAVOR FIRMENICH POWDER PEPPERMINT)
Contains

Packaging

Item Code (Source) NDC:70771-1452

Basis of Strength Strength
ARIPIPRAZOLE 5 mg
Strength
Score no score
Size 8mm
Imprint Code ZE;13
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# Item Code Package Description LSS IS | 5= e Markeunyg cna

Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 1452-3 Product A AU
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
2 1452-1 Product 06/04/2019
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA090472 06/04/2019
ARIPIPRAZOLE
aripiprazole tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1453
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ARIPIPRAZOLE (UNII: 82VFR53178) (ARIPIPRAZOLE - UNII:82VFR53178) ARIPIPRAZ OLE 10 mg
Inactive Ingredients
Ingredient Name Strength

ASPARTAME (UNII: ZOH242BBR1)

CALCIUM STEARATE (UNIl: 776XM7047L)

CROSPOVIDONE (UNII: 2S7830E561)

PEPPERMINT (UNIl: VO5R5KMY2B)

MANNITOL (UNII: 30WL53L36A)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape CAPSULE (CAPSULE) Size 8mm
Flavor PEPPERMINT (FLAVOR FIRMENICH POWDER PEPPERMINT) Imprint Code ZE;4
Contains

Packaging
# Item Code Package Description e aElle) S rEiEle) (6

Date Date
1 NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination

1453-3 Product 06/04/2019



2 NDC:70771- 60 in 1 BOTTLE; Type 0: Not a Combination

1453-6 Product 06/04/2019
3 TESCPZQOWL g?oigu}:tBOTTLE; Type 0: Not a Combination 06/04/2019
a IIIZI?5CE;_770771- I%E(?di:ctl BOTTLE; Type 0: Not a Combination 06/04/2019
5 IIIESC?i_7(§)771- Fl)?(())é)uigt 1 BOTTLE; Type 0: Not a Combination 06/04/2019

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA090472 06/04/2019
ARIPIPRAZOLE

aripiprazole tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1454

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ARIPIPRAZOLE (UNII: 82VFR53178) (ARIPIPRAZOLE - UNII:82VFR53178) ARIPIPRAZ OLE 15 mg

Inactive Ingredients

Ingredient Name Strength
ASPARTAME (UNIIl: ZOH242BBR1)
CALCIUM STEARATE (UNII: 776XM7047L)
CROSPOVIDONE (UNII: 2S7830E561)
PEPPERMINT (UNIl: V95R5KMY2B)
MANNITOL (UNII: 30WL53L36A)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 8mm
Flavor PEPPERMINT (FLAVOR FIRMENICH POWDER PEPPERMINT) Imprint Code ZE; 14
Contains

Packaging

Marketing Start Marketing End

# Rtem Code Package Description Date Date



NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1454-3 Product

NDC:70771- 60 in 1 BOTTLE; Type 0: Not a Combination
1454-6 Product

NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
1454-9 Product

NDC:70771- 120 in 1 BOTTLE; Type 0: Not a Combination
1454-7 Product

NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
1454-0 Product

06/04/2019
06/04/2019
06/04/2019
06/04/2019

06/04/2019

Marketing Information

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

ANDA ANDA090472 06/04/2019

ARIPIPRAZOLE

aripiprazole tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1455

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ARIPIPRAZOLE (UNIl: 82VFR53178) (ARIPIPRAZOLE - UNII:82VFR53178) ARIPIPRAZOLE 20 mg

Inactive Ingredients
Ingredient Name Strength
ASPARTAME (UNII: ZOH242BBR1)
CALCIUM STEARATE (UNII: 776XM7047L)
CROSPOVIDONE (UNII: 257830E561)
PEPPERMINT (UNII: VO5R5KMY2B)
MANNITOL (UNIIl: 30WL53L36A)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape FREEFORM (BARREL) Size 10mm
Flavor PEPPERMINT (FLAVOR FIRMENICH POWDER PEPPERMINT) Imprint Code ZE;15
Contains

Packaging
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# Item Code Package Description Date Date

NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1455-3 Product

NDC:70771- 60 in 1 BOTTLE; Type 0: Not a Combination
1455-6 Product

NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
1455-9 Product

NDC:70771- 120 in 1 BOTTLE; Type 0: Not a Combination
1455-7 Product

NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
1455-0 Product

06/04/2019
06/04/2019
06/04/2019
06/04/2019

06/04/2019

Marketing Information

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

ANDA ANDA090472 06/04/2019

ARIPIPRAZOLE

aripiprazole tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1456

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ARIPIPRAZOLE (UNII: 82VFR53178) (ARIPIPRAZOLE - UNII:82VFR53178) ARIPIPRAZ OLE 30 mg

Inactive Ingredients
Ingredient Name Strength
ASPARTAME (UNII: ZOH242BBR1)
CALCIUM STEARATE (UNIl: 776XM7047L)
CROSPOVIDONE (UNIl: 257830E561)
PEPPERMINT (UNII: VO5R5KMY2B)
MANNITOL (UNIIl: 30WL53L36A)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 10mm
Flavor PEPPERMINT (FLAVOR FIRMENICH POWDER PEPPERMINT) Imprint Code ZE;16
Contains



Packaging
# Rem Code

NDC:70771-
1456-3

NDC:70771-
1456-6

NDC:70771-
1456-9

NDC:70771-
1456-7

NDC:70771-
1456-0

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

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

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

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA090472

ARIPIPRAZOLE

aripiprazole tablet

Product Information

Product Type

HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

ARIPIPRAZOLE (UNII: 82VFR53178) (ARIPIPRAZOLE - UNII:82VFR53178)

Ingredient Name

Inactive Ingredients

Ingredient Name

ASPARTAME (UNIl: ZOH242BBR1)
CALCIUM STEARATE (UNIIl: 776XM7047L)
CROSPOVIDONE (UNII: 257830E561)
MANNITOL (UNIl: 30WL53L36A)

Product Characteristics

Color
Shape
Flavor
Contains

WHITE (WHITE TO OFF-WHITE)
CAPSULE (CAPSULE)

Marketing Start
Date

06/04/2019
06/04/2019
06/04/2019
06/04/2019

06/04/2019

Marketing Start
Date

06/04/2019

Item Code (Source)

Marketing End
Date

Marketing End
Date

NDC:70771-1451

Basis of Strength Strength

ARIPIPRAZ OLE

Score
Size
Imprint Code

2 mg

Strength

no score
6mm
L1



Packaging
Marketing Start

# Item Code Package Description Date
1 TESCl:-73O771- i(r)oZ\u}:tBOTTLE; Type 0: Not a Combination 06/04/2019
2 TESCI:-710771- ;(r)gdigcg BOTTLE; Type 0: Not a Combination 06/04/2019
3 ’II4DF(>:1:-750771- g?c?di:cg BOTTLE; Type 0: Not a Combination 06/04/2019
a YOCT077 10in 1 CARTON 06/04/2019

10 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA090472 06/04/2019
Labeler - zydus Lifesciences Limited (918596198)
Registrant - zydus Lifesciences Limited (918596198)
Establishment
Name Address ID/FEI Business Operations
Zydus ANALYSIS(70771-1451, 70771-1452, 70771-1453, 70771-1454, 70771-1455,
Lifesciences 918596198 70771-1456) , MANUFACTURE(70771-1451, 70771-1452, 70771-1453, 70771-1454,
Limited 70771-1455, 70771-1456)

Revised: 11/2024 Zydus Lifesciences Limited
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