ARIPIPRAZOLE- aripiprazole tablet, orally disintegrating
SQUARE PHARMACEUTICALS LIMITED

ARIPIPRAZOLE ORALLY DISINTEGRATING TABLETS

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 76483-100-00
Aripiprazole Orally Disintegrating Tablets, USP 10 mg

30 Tablets
Rx Only
Each orally disintegrating tablet contains 10 mg of Aripiprazole USP.
] NDC 76483-100-00 Phenylketonurics:
§ Contains 1.12 mg phenylalanine (a component of aspartame) per tablet.
g Aripiprazt}le Usual Dosage: See package insert for complete prescribing information.
F] .- . Store at 20° to 25°C (68" to 77°F)
>
Ora"y Dlsmtegratlng [See USP Controlled Room Temperature].
Table‘[s USP Dispense in a tight container.
2 KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev. 02723
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NDC 76483-100-01

Aripiprazole Orally Disintegrating Tablets, USP 10 mg
60 Tablets

Rx Only




- Each erally disintegrating tablet contains 10 mg of Aripiprazele USP.
B NDC 76483-100-01 Phenylketonurics:
=y Contains 1.12 mg phenylalanine (a component of aspartame) per tablet.
g Aripiprazole Usual Dosage: See package insert for complete prescribing information.
% . n N Store at 20° to 25°C (68" to 77°F)
Ora"‘)“ Dlsmtegratlng [See USF Controlled Room Temperature].
Dispense in a tight container.
Tablets, USP
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev. 0223
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Aripiprazole Orally Disintegrating Tablets, USP 10 mg
90 Tablets
Rx Only
Each orally disintegrating tablet contains 10 mg of Aripiprazole USP.
B3 NDC 76433'1 00—02 Phenylketonurics:
= Contains 1.12 mg phenylalanine (a component of aspartame) per tablet.
g Aripiprazole Usual Dosage: See package insert for complete prescribing information.
g o . Store at 20° o 25°C (68° to T7°F)
Ora“y Dlsmtegratlng [See USP Controlled Room Temperature].
Tablets USP Dispense in a tight container.
m KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev.-02723
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Aripiprazole Orally Disintegrating Tablets, USP 10 mg
120 Tablets

Rx Only



- Each orally disintegrating tablet contains 10 mg of Aripiprazole USP.
3 NDC 76483-100-03 Phenylketonurics:
= Contains 1.12 mg phenylalanine (a compenent of aspartame) per tablet.
g AripipraZOI'& Usual Dosage: See package insert for complete prescribing information.
& . - Store at 20° to 25°C (68° to 77°F)
Orally Disintegrating [See USP Controlled Room Temperature].
Tableis USP Dispense in a tight container.
2 KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev..0223
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Aripiprazole Orally Disintegrating Tablets, USP 15 mg
30 Tablets
Rx Only
Each crally disintegrating tablet contains 15 mg of Aripiprazole USP.
o NDC 76483-101-00 Phenylketonurics:
= Contains 1.68 mg phenylalanine (a component of aspariame) per tablet.
g AripipraZOIE Usual Dosage: See package insert for complete prescribing information.
e . Store at 20° to 25°C (68° to 77°F)
Orally DISImegratmg [See USP Controlled Room Temperature].
Tablets, UspP Dispense in a tight container.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev. 02123
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Aripiprazole Orally Disintegrating Tablets, USP 15 mg
60 Tablets

Rx Only




NDC 76483-101-01

Each orally disintegrating tablet contains 15 mg of Aripiprazole USP.

§ Phenylketonurics:
= Contains 168 mg phenylalanine (a component of aspartame) per tablet.
g Aripip razole Usual Dosage: See package insert for complete prescribing information.
. s . Store at 20° to 25°C (68° to TT°F)
Orally Disintegrating [See USP Controlled Room Temperature].
Tablets’ UsP Dispense in a tight container.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev- 0223
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Aripiprazole Orally Disintegrating Tablets, USP 15 mg
90 Tablets
Rx Only
Each orally disintegrating tablet contains 15 mg of Aripiprazole USP.
5 NDC 76483-101-02 Phenylketonurics:
=1 : 53 :
= Contains 1.68 mg phenylalanine (a component of aspartame) per tablet.
g Arlplprazole Usual Dosage: See package insert for complete prescribing information.
. . Store at 20° to 25°C (68" to 77°F)
Orally DISImegratmg [See USP Confrolled Room Temperature].
Tablets, USP Dicpense in a fight container.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev. 0223
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Aripiprazole Orally Disintegrating Tablets, USP 15 mg
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Rx Only




Each orally disintegrating tablet contains 15 mg of Aripiprazole USP.
5 NDC 76483-101-03 Phenylketonurics:
=1 2 245
=] Contains 168 mg phenylalanine (a component of aspartame) per tablet.
g AT'plpfaZOle Usual Dosage: See package insert for complete prescribing information.
. s . Store at 20° to 25°C (68" to 77°F)
Orally Disintegrating [See USP Controllad Room Temperature].
Tablets’ USP Dispense in a tight container.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev- 02123
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Aripiprazole Orally Disintegrating Tablets, USP 20 mg
30 Tablets
Rx Only
Each orally disintegrating tablet contains 20 mg of Aripiprazele USP.
§ Contains 2.24 mg phenylalanine (a component of aspartame) per tablet.
ipi sual Dosage: See package insert for complete prescribing information.
Aripiprazole Usual D See pack i | bing info
= = Store at 20" to 25°C (68" to 77°F)
Ora"y D|5|ntegratlng [See USP Controlled Room Temperature].
Tablets, USP Dispenss in a tight container.
- KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev..02723
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NDC 76483-102-01
Aripiprazole Orally Disintegrating Tablets, USP 20 mg

60 Tablets
Rx Only




Each orally disintegrating tablet contains 20 mg of Anipiprazole USP.
S — Phenylketonurics:
=] Contains 2.24 mg phenylalanine (a component of aspartame) per tablet.
ipi sual Dosage: See package msert for complete pregcnbing information.
Aripiprazole Usual D See pack for coml bing info
.= N Store at 20° to 25°C (68° to 77°F)
Orally Disintegrating [See USP Controlled Room Temperature].
TabletS’ USP Dispense in a tight contaimer.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev-0223
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Aripiprazole Orally Disintegrating Tablets, USP 20 mg
90 Tablets
Rx Only
Each orally disinteqrating tablet contains 20 ma of Aripiprazele USP.
3 7~ e
2 Contains 2. 24 mg phenylalanine (a component of aspartame) per tablet.
g Aripiprazole Usual Dosage: See package inzert for complete prescribing information.
iy ] Store at 20° to 25°C (68° to 77°F)
Ora"y Dlsmtegratlng [See USF Controlled Room Temperature].
Tablets, USP Dispensze in a tight container.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREM. Rev-0223
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Aripiprazole Orally Disintegrating Tablets, USP 20 mg
120 Tablets

Rx Only
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Aripiprazole
Orally Disintegrating
Tablets, USP

Each orally disintegrating tablet contains 20 mg of Aripiprazole USP.

Phenylketonurics:
Contains 2.24 mg phenylalanine (a component of aspartame) per tablet.

Usual Dosage: See package insert for complete prescribing information.

Store at 20° to 25°C (68" to 77°F)
[See USP Controlled Room Temperature].
Dispensze in a tight container.
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Aripiprazole Orally Disintegrating Tablets, USP 30 mg
30 Tablets
Rx Only
Each orally disintegrating tablet contains 30 mg of Aripiprazole USP.
= — Phenylketonurics:
g Contains 3.36 mg phenylalanine (a component of aspartame) per tablet.
g Ari pipraZOIE Usual Dosage: Se=s package insert for complete prescribing information.
xE : Store at 20° to 25°C (68" to 77°F)
Orally Dlsmtegratlng [See USP Confrolled Room Temperature].
Tab|ets, USP Dizpense in a tight container.
- KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev. 02023
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NDC 76483-103-01
Aripiprazole Orally Disintegrating Tablets, USP 30 mg

60 Tablets
Rx Only




Each orally disintegrating tablet contains 30 ma of Aripiprazole USP.

g Phenylketonurics:
2 Contains 3.36 mg phenylalanine (a component of aspartame) per tablet.
g An plpraZOIE Usual Dosage: See package inzert for complete prezcnbing information.
e . Store at 20" to 25°C (68" to 77°F)
Ora”y Dlsmtegratlng [See USP Confrolled Room Temperature].
Tablets, USP Dispense in a tight container.
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Aripiprazole Orally Disintegrating Tablets, USP 30 mg
90 Tablets
Rx Only
Each orally disintearating tablet containg 30 mg of Aripiprazole USP.
3 — Phenylketonurics:
2 Contains 3.36 mg phenylalanine (a component of aspartame) per tablet.
g AripipraZOIE Usual Dosage: See package insert for complete prescribing information.
I . Store at 20" to 25°C (68° to 77°F)
Ora"y Dlsmtegratlng [See USP Controlled Room Temperature].
Tablets, USP Dispense in a tight container.
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NDC 76483-103-03
Aripiprazole Orally Disintegrating Tablets, USP 30 mg
120 Tablets
Rx Only




Each orally disintegrating tablet contains 30 mg of Aripiprazole USP.
=] — Phenylketonurics:
=] e ’
j=; Contains 3.36 mg phenylalanine (a component of aspartame) per tablet.
g AripipraZOIE Usual Dosage: See package ingert for complete prescribing information.
" v Store at 20° to 25°C (68° to 77°F)
Orally DISImeg ratmg [See USP Conirolled Room Temperature].
Tablets, USp Dispense in a tight container.
- KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN. Rev:0223
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Aripiprazole Orally Disintegrating Tablets 10 mg (30 Tablets in 1 Carton)
Each orally disintegrating tablet contains 10 mg aripiprazole USP

NDC 76483-100-04

Rx Only
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THE ACCOMPANYING MEDICATION SRabiSts
GUIDE TO EACH PATIENT (3 = 10 unit dose)

Aripiprazole Orally —
Disintegrating Tablets, USP

Pharma coda Earcode

Serialization space
(Mon vamish Area)
60 x 32 mm

NDC 76453-100-04

g Each arally disindegrating tablel containg 10 mg of Anpiprazcle USP. Aripiprazole {::.ra",!'r

% Phenylketonurics: isi i
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B D o e Store at 20° to 25°C (68° to TT°FY;
S 9 Danok push the tablet frough the Fol because this oould damage the tabiet [See USP Controlled Room Temperature]
% i See package ingert for indicafions and dosage information. Mg, Lic. No. 235 & 460
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Aripiprazole Orally Disintegrating Tablets 15 mg (30 Tablets in 1 Carton)
Each orally disintegrating tablet contains 15 mg aripiprazole USP

NDC 76483-101-04

Rx Only
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Aripiprazole Orally Disintegrating Tablets, 20 mg (30 Tablets in 1 Carton)
Each orally disintegrating tablet contains 20 mg aripiprazole USP

NDC 76483-102-04

Rx Only
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Aripiprazole Orally Disintegrating Tablets, USP
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Each orally disintegrating tablet containg 20 mg of Anipiprazale USP.

=] Aripiprazole Orally
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Aripiprazole Orally Disintegrating Tablets 30 mg (30 Tablets in 1 Carton)
Each orally disintegrating tablet contains 30 mg aripiprazole USP

NDC 76483-103-04

Rx Only
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Aripiprazole Orally Disintegrating Tablets, USP

Rx only
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ARIPIPRAZOLE
aripiprazole tablet, orally disintegrating
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:76483-100
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 (UNIl: ZOH242BBR1)
CALCIUM STEARATE (UNIIl: 776XM7047L)
CROSPOVIDONE (UNII: 257830E561)
PEPPERMINT (UNIl: VO5R5KMY2B)
MANNITOL (UNIl: 30WL53L36A)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape CAPSULE Size 8mm
Flavor PEPPERMINT (FLAVOR FIRMENICH POWDER PEPPERMINT) Imprint Code ZF;41
Contains
Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
1 NDC:76483-100- 30 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
00 Product
2 NDC:76483-100- 60 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
01 Product
3 NDC:76483-100- 90 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
02 Product
a NDC:76483-100- 120 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
03 Product
5 NDC:76483-100- 30 in 1 CARTON; Type 0: Not a Combination 02/22/2023
04 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA090165 07/20/2022
ARIPIPRAZOLE
aripiprazole tablet, orally disintegrating
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:76483-101
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 (UNII: ZOH242BBR1)
CALCIUM STEARATE (UNIl: 776XM7047L)
CROSPOVIDONE (UNIl: 257830E561)
PEPPERMINT (UNIl: VO5R5KMY2B)
MANNITOL (UNII: 30WL53L36A)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND Size 8mm
Flavor PEPPERMINT (FLAVOR FIRMENICH POWDER PEPPERMINT) Imprint Code ZF;42
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:76483-101- 30 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
00 Product
2 NDC:76483-101- 60 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
01 Product
3 NDC:76483-101- 90 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
02 Product
a NDC:76483-101- 120 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
03 Product
5 NDC:76483-101- 30 in 1 CARTON; Type 0: Not a Combination 02/22/2023
04 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA090165 07/20/2022
ARIPIPRAZOLE
aripiprazole tablet, orally disintegrating
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:76483-102

Route of Administration ORAL

Active Ingredient/Active Moiety

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



Inactive Ingredients

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

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape OCTAGON (8 SIDED) (BARREL) Size 8mm
Flavor PEPPERMINT (FLAVOR FIRMENICH POWDER PEPPERMINT) Imprint Code ZF;43
Contains

Packaging

Marketing Start Marketing End

# Rem Code Package Description Date Date

NDC:76483-102- 30 in 1 BOTTLE; Type 0: Not a Combination
00 Product

NDC:76483-102- 60 in 1 BOTTLE; Type 0: Not a Combination
01 Product

NDC:76483-102- 90 in 1 BOTTLE; Type 0: Not a Combination
02 Product

NDC:76483-102- 120 in 1 BOTTLE; Type 0: Not a Combination
03 Product

NDC:76483-102- 30 in 1 CARTON; Type 0: Not a Combination
04 Product

07/20/2022
07/20/2022
07/20/2022
07/20/2022

02/22/2023

Marketing Information

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

ANDA ANDA090165 07/20/2022

ARIPIPRAZOLE

aripiprazole tablet, orally disintegrating

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:76483-103

Route of Administration ORAL

Active Ingredient/Active Moiety

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



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

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 10mm
Flavor PEPPERMINT (FLAVOR FIRMENICH POWDER PEPPERMINT) Imprint Code ZF;44
Contains
Packaging
# Item Code Package Description filarketingiStant MarketlngiEnd
Date Date
1 NDC:76483-103- 30 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
00 Product
2 NDC:76483-103- 60 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
01 Product
3 NDC:76483-103- 90 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
02 Product
a NDC:76483-103- 120 in 1 BOTTLE; Type 0: Not a Combination 07/20/2022
03 Product
5 NDC:76483-103- 30 in 1 CARTON; Type 0: Not a Combination 02/22/2023
04 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA090165 07/20/2022
Labeler - SQUARE PHARMACEUTICALS LIMITED (731487153)
Registrant = SQUARE PHARMACEUTICALS LIMITED (731487153)
Establishment
Name Address ID/FEI Business Operations
SQUARE ANALYSIS(76483-100, 76483-101, 76483-102, 76483-103) , LABEL(76483-
PHARMACEUTICALS 850366520 100, 76483-101, 76483-102, 76483-103) , MANUFACTURE(76483-100, 76483-
LIMITED, Dhaka 101, 76483-102, 76483-103) , PACK(76483-100, 76483-101, 76483-102,

unit 76483-103)
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