HALOPERIDOL DECANOATE- haloperidol decanoate injection
Cadila Healthcare Limited

Haloperidol Decanoate Injection
For Intramus cular Injection Only
Rx only

PRINCIPAL DISPLAY PANEL - 50 mg/mL Vial Label
NDC 72785-0004-1

Haloperidol

Decanoate

Injection

50 mg/mL*

For Intramuscular Use Only

1 mL Single-Dose Vial

Sterile

Rx only

zydus pharmaceuticals
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PRINCIPAL DISPLAY PANEL - 250 mg/5 mL (50 mg/mL) Vial Label
NDC 72785-0005-1

Haloperidol

Decanoate Injection

250 mg/5 mL*

(50 mg/mL)

For Intramuscular Use Only

5 mL Multiple-Dose Vial

Sterile

Rx only

zydus pharmaceuticals
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PRINCIPAL DISPLAY PANEL - 100 mg/mL Vial Label
NDC 72785-0006-1
Haloperidol
Decanoate
Injection
100 mg/mL*
For Intramuscular Use Only
1 mL Single-Dose Vial
Sterile
Rx only

zydus pharmaceuticals

il ~
o RV I = contain: 100 mg hakoperidol g
s i Siore at 20° to 25°C (68° to 77°F) <z
2— HE'DPETI(?D' . [see USP Control lHumnTanperamre]_ é=
mmmm Decanoate Injection oono rerigerate or recze. tH
~ PROTECT FROM LIGHT
- E— 100 mg/mL* R S RE—
- I For Intramuscular Use Only Lot i i
o Smm— 1 mL Single-Dose Vial __ ! !
~ — zydus Sterile =% !
“ I fﬁ mmy:dm leﬂfr i . |
| J I
! 4

1N

PRINCIPAL DISPLAY PANEL - 500 mg/5 mL (100 mg/mL) Vial Label
NDC 72785-0007-1

Haloperidol

Decanoate Injection

500 mg/5 mL*

(100 mg/mL)



For Intramuscular Use Only
5 mL Multiple-Dose Vial
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PRINCIPAL DISPLAY PANEL -
50 mg/mL Carton (3 vials per carton)
NDC 72785-0004-9

Haloperidol Decanoate

Injection

50 mg/mL*

For Intramuscular Use Only

3X 1mL

Single-Dose Vials

Sterile

Rx only

zydus pharmaceuticals
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PRINCIPAL DISPLAY PANEL -

50 mg/mL Carton (10 vials per carton)

NDC 72785-0004-6
Haloperidol Decanoate
Injection

50 mg/mL*

For Intramuscular Use Only
10 X 1 mL Single-Dose Vials

Sterile
Rx only

zydus pharmaceuticals
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PRINCIPAL DISPLAY PANEL -
250 mg/5 mL (50 mg/mL) Carton (1 vial per carton)
NDC 72785-0005-1

Haloperidol

Decanoate

Injection

250 mg/5 mL*

(50 mg/mL)

For Intramuscular Use Only

5mL

Multiple-Dose Vial

Sterile

Rx only

zydus pharmaceuticals
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PRINCIPAL DISPLAY PANEL -

250 mg/5 mL (50 mg/mL) Carton (5 vials per carton)
NDC 72785-0005-5

Haloperidol Decanoate Injection

250 mg/5 mL*

(50 mg/mL)

For Intramuscular Use Only

5 X 5 mL Multiple-Dose Vials

Sterile

Rx only

zydus pharmaceuticals
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PRINCIPAL DISPLAY PANEL -
100 mg/mL Carton (1 vial per carton)
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Haloperidol

Decanoate

Injection

100 mg/mL*

For Intramuscular Use Only

1 mL

Single-Dose Vial

Sterile

Rx only

zydus pharmaceuticals
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Haloperidol
Decanoate
Injection
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Haloperidol Decanoate Injection
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For Intramuscular Use Only
5 X 1 mL Single-Dose Vials
Sterile

Rx only
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Haloperidol Decanoate Injection

For Insramuscular Uz Only

Wit 1.2% [wiv) benzyl alcanal a5

exgressed in femms of its aloperial content.

Manufzctured by:
Liva Pharmaceuticals LY.
Vadodars, ndia.

*Each mL comtains: 141.04 mg haloperidol decancate, LSS equivalent ta 100 mg haioperidol in a sesame oil vehice,
presenvaiive.

Usuzl Dosage: See package insert far Ul presining infarmation. The dose of halaperidel decanaate should be
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Haloperidol Decanoate Injection

For Intramuscular Use Only

5X 1 mL Single-Dose Vials
Sterile

ga zydus Rx only

0K

L

PRINCIPAL DISPLAY PANEL -

500 mg/5 mL (100 mg/mL) Carton (1 vial per carton)

NDC 72785-0007-1
Haloperidol

Decanoate

Injection

500 mg/5 mL*

(100 mg/mL)

For Intramuscular Use Only
5 mL Multiple-Dose Vial
Sterile

Rx only

zydus pharmaceuticals
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500 mg/5 mL (100 mg/mL) Carton (5 vials per carton)
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Haloperidol Decanoate Injection

500 mg/5 mL*

(100 mg/mL)

For Intramuscular Use Only

5 X 5 mL Multiple-Dose Vials

Sterile

Rx only
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Store at 20° to 25°C (66" to 77°F)

Haloperidol Decanoate Injection S
rature]
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(100 mg/mL) Da not refrigerate or freeze.

For Inframuscular Use Only
PROTEGT FROM LIGHT
*Each mi_ contains: 141,04 mg haloperidol decancate, USP equivalent to 100 mg haloperidol in a sesame ol veficle, with 1.2% (wi)
benzyl alcohol as a preservative
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Liva Pharmaceuticals Ltd.
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HALOPERIDOL DECANOATE

haloperidol decanoate injection

Product Information
Product Type

Route of Administration INTRAMUSCULAR

Active Ingredient/Active Moiety

Ingredient Name

HALOPERIDOL DECANOATE (UNI: AC20PJ4101) (HALOPERIDOL - UNII:J6292F8L3D)

Inactive Ingredients

Ingredient Name
SESAME OIL (UNI: QX10HYY4QV)
BENZYL ALCOHOL (UNII: LKG8494WBH)

Packaging

# Item Code Package Description

1 EDC:72785'0004' 10 in 1 CARTON

1 NDC:72785-0004-
1 Product

> gDC:72785-0004- 3in 1 CARTON

2 NDC:72785-0004-
1 Product

NDC 72785-0007-5

Haloperidol Decanoate Injection

500 mg/5 mL*
(100 mg/mL)

For Intramuscular Use Only

5 X 5mL Multiple-Dose Vials

g Zydus

Sterile
R only

Rew: 1118
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HUMAN PRESCRIPTION DRUG

Item Code (Source)

Basis of Strength

HALOPERIDOL

Marketing Start
Date

11/14/2019

1mL in 1 VIAL, SINGLE-DOSE; Type 0: Not a Combination

11/14/2019

1mL in 1 VIAL, SINGLE-DOSE; Type 0: Not a Combination

NDC:72785-0004

Strength
50 mg in 1 mL

Strength

Marketing End

Date



Marketing Information

Marketing Category Application Number or Monograph Citation

ANDA ANDA211180

HALOPERIDOL DECANOATE

haloperidol decanoate injection

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAMUSCULAR

Active Ingredient/Active Moiety

Ingredient Name

HALOPERIDOL DECANOATE (UNI: AC20PJ4101) (HALOPERIDOL - UNIL:J629 2F8 L3D)

Inactive Ingredients

Ingredient Name
SESAME OIL (UNI: QX10HYY4QV)
BENZYL ALCOHOL (UNIE: LKG8494WBH)

Packaging
# Item Code Package Description

1 ll\IDC:7278 5-0005- 1in 1 CARTON
Product

2 5NDC:7278 5-0005- 5in 1 CARTON

Product

Marketing Information

Marketing Category Application Number or Monograph Citation

ANDA ANDA211180

HALOPERIDOL DECANOATE

haloperidol decanoate injection

Product Information

Product Type HUMAN PRESCRIPTION DRUG

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Nota Combination

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a Combination

Marketing Start Date
11/14/2019

Item Code (Source)

Marketing End Date

NDC:72785-0005

Basis of Strength  Strength

Marketing Start
Date

11/14/2019

11/14/2019

Marketing Start Date
11/14/2019

Item Code (Source)

HALOPERIDOL 50 mg in 1 mL

Strength

Marketing End
Date

Marketing End Date

NDC:72785-0006



Route of Administration INTRAMUSCULAR

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
HALOPERIDOL DECANOATE (UNII: AC20PJ4101) (HALOPERIDOL - UNIL:J6 29 2F8 L3D) HALOPERIDOL 100 mg in 1 mL
Inactive Ingredients
Ingredient Name Strength

SESAME OIL (UNI: QX10HYY4QV)
BENZYL ALCOHOL (UNIl: LKG8494WBH)

Packaging
# Item Code Package Description B T G e B 2L GG TG
Date Date
NDC:72785- .
1 0006-1 1in 1 CARTON 11/14/2019
1 1mL in 1 VIAL, SINGLE-DOSE; Type 0: Not a Combination
Product
NDC:72785- .
2 0006-5 5in 1 CARTON 11/14/2019
2 1mL in 1 VIAL, SINGLE-DOSE; Type 0: Not a Combination

Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
ANDA ANDA211180 11/14/2019

HALOPERIDOL DECANOATE

haloperidol decanoate injection

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:72785-0007

Route of Administration INTRAMUSCULAR

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength  Strength
HALOPERIDOL DECANOATE (UNII: AC20PJ4101) (HALOPERIDOL - UNIL:J6 29 2F8 L3D) HALOPERIDOL 100 mg in 1 mL

Inactive Ingredients
Ingredient Name Strength



SESAME OIL (UNI: QX10HYY4QV)
BENZYL ALCOHOL (UNI: LKG8494WBH)

Packaging
4 Item Code Package Description Marketing Start Marketing End
Date Date
1 ll\IDC:7278 5-0007- 1in 1 CARTON 11/14/2019
1 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a Combination
Product
5 NDC:72785-0007- <. 1 CARTON 11/14/2019

5

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a Combination
Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA211180 11/14/2019

Labeler - cadila Healthcare Limited (873671928)

Registrant - Cadila Healthcare Limited (873671928)

Establishment

Name Address ID/FEI Business Operations
Cadila Healthcare 873671928 ANALYSIS(72785-0004, 72785-0005, 72785-0006, 72785-0007) , MANUFACTURE(72785-
Limited 0004, 72785-0005, 72785-0006, 72785-0007)

Revised: 7/2020 Cadila Healthcare Limited
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