AMITRIPTYLINE HYDROCHLORIDE- amitriptyline hydrochloride tablet, film
coated
Zydus Lifesciences Limited

Amitriptyline Hydrochloride Tablets, USP

SPL MEDGUIDE

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1173-1 in bottle of 100 Tablets
Amitriptyline Hydrochloride Tablets USP, 10 mg
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NDC 70771-1174-1 in bottle of 100 Tablets
Amitriptyline Hydrochloride Tablets USP, 25 mg
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NDC 70771-1175-1 in bottle of 100 Tablets
Amitriptyline Hydrochloride Tablets USP, 50 mg

Rx only
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Each film-coated tablet coniains:
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NDC 70771-1176-1 in bottle of 100 Tablets
Amitriptyline Hydrochloride Tablets USP, 75 mg
Rx only

100 Tablets
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Tablets, USP
75 mg

Amitriptyline
Hydrochloride

PHARMACIST: Dispense the Medication
Guide provided separately to each patient.

100 Tablets
Rx only

Each film-coated tablet containg:
Amitriptyline hydrochloride USP, 75 mg

USUAL DOSAGE: See package insert

Store al 20 to 25°C (68° to 77°F) [See
USP Conirolled Room Temperature].

Dispense in a fight, light-resisiant container.

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

Manufactured by:
Zydus Lifesciences Ltd.
Matoda, Ahmedabad, India

NDC 70771-1177-1 in bottle of 100 Tablets
Amitriptyline Hydrochloride Tablets USP, 100 mg

Rx only
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= | 100 mg
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= : : FHARMACIST: Dispenze the Medication
l : Guide provided separately to each patent.
I | 100 Tablets
Rev.: g4z i i zvd@ Rx only

Each film-coated tablet contains:
Amitriptyline hydrochioride USP, 100 mg

USUAL DOSAGE: See package insert.

Store at 20° to 25°C (68° to 77°F) [See
USP Controlled Room Temperature].

Dispense in a fight, light-resistant container.

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

Manufactured by:
Zydus Lifesciences Ltd.
Matoda, Ahmedabad, India

NDC 70771-1178-1 in bottle of 100 Tablets
Amitriptyline Hydrochloride Tablets USP, 150 mg
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AMITRIPTYLINE HYDROCHLORIDE

amitriptyline hydrochloride tablet, film coated

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1173

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AMITRIPTYLINE HYDROCHLORIDE (UNII: 26LUD4JO9K) (AMITRIPTYLINE - AMITRIPTYLINE 10 m
UNII:1806D8D52K) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
STARCH, CORN (UNII: 08232NY3S))
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
MAGNESIUM STEARATE (UNIIl: 70097M6130)



HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ8WG20P6)
POLYETHYLENE GLYCOL 8000 (UNIl: Q662QK8M3B)
TITANIUM DIOXIDE (UNII: 15FIX9V2]P)

TALC (UNIl: 7SEV7J4R1U)

Product Characteristics

Color WHITE (OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 5mm

Flavor Imprint Code ZA L

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1 1173-1 Product LAy
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
2 1173-0 Product 12/26/2017
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA210086 12/26/2017
AMITRIPTYLINE HYDROCHLORIDE

amitriptyline hydrochloride tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1174
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AMITRIPTYLINE HYDROCHLORIDE (UNII: 26LUD4JO9K) (AMITRIPTYLINE - AMITRIPTYLINE P
UNII:1806D8D52K) HYDROCHLORIDE 9
Inactive Ingredients
Ingredient Name Strength

LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
STARCH, CORN (UNIl: 08232NY3S))
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)



SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

MAGNESIUM STEARATE (UNII: 70097M6130)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ8WG20P6)
POLYETHYLENE GLYCOL 8000 (UNIl: Q662QK8M3B)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

TALC (UNIl: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)
ALUMINUM OXIDE (UNII: LMI2606933)

Product Characteristics

Color GREEN (LIGHT GREEN) Score no score
Shape ROUND (ROUND) Size 6mm

Flavor Imprint Code ZA;2
Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1 1174-1 Product 12/26/2017
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
2 11740 Product 12/26/2017
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA210086 12/26/2017
AMITRIPTYLINE HYDROCHLORIDE
amitriptyline hydrochloride tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1175
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

AMITRIPTYLINE HYDROCHLORIDE (UNII: 26LUD4JO9K) (AMITRIPTYLINE - AMITRIPTYLINE 20 7
UNII:1806D8D52K) HYDROCHLORIDE 9

Inactive Ingredients



Ingredient Name Strength
ALUMINUM OXIDE (UNII: LMI2606933)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: 0WZ 8WG20P6)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
POLYETHYLENE GLYCOL 8000 (UNIl: Q662QK8M3B)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color BROWN (BROWN) Score no score
Shape ROUND (ROUND) Size 8mm
Flavor Imprint Code ZA;3
Contains
Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1 91754 Product L
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
2 1175-0 Product 12/26/2017
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA210086 12/26/2017
AMITRIPTYLINE HYDROCHLORIDE
amitriptyline hydrochloride tablet, film coated
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1176

Route of Administration ORAL

Active Ingredient/Active Moiety



Ingredient Name

AMITRIPTYLINE HYDROCHLORIDE (UNII: 26LUD4JO9K) (AMITRIPTYLINE -
UNII:1806D8D52K)

Inactive Ingredients

Ingredient Name
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: 0WZ 8WG20P6)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
POLYETHYLENE GLYCOL 8000 (UNIl: Q662QK8M3B)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics
Color BLUE (LIGHT BLUE) Score
Shape ROUND (ROUND) Size

Basis of Strength Strength

AMITRIPTYLINE
HYDROCHLORIDE

Flavor Imprint Code

Contains

Packaging
# Item Code Package Description

NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1176-1 Product

2 NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
1176-0 Product

Marketing Information

Marketing Start
Date

12/26/2017

12/26/2017

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA210086 12/26/2017

AMITRIPTYLINE HYDROCHLORIDE

amitriptyline hydrochloride tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

75 mg

Strength

no score
1lmm
12;28

Marketing End
Date

Marketing End
Date

NDC:70771-1177



Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AMITRIPTYLINE HYDROCHLORIDE (UNII: 26LUD4JO9K) (AMITRIPTYLINE - AMITRIPTYLINE 100 m
UNII:1806D8D52K) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
ALUMINUM OXIDE (UNII: LMI2606933)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
D&C RED NO. 27 (UNII: 2LRS185U6K)
D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ 8WG20P6)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
POLYETHYLENE GLYCOL 8000 (UNIl: Q662QK8M3B)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color ORANGE (ORANGE) Score no score
Shape ROUND (ROUND) Size 11lmm
Flavor Imprint Code 12;29
Contains
Packaging
# Item Code Package Description RGBT PRI (Eh
Date Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
111771 Product AR
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
2 1177-0 Product 12/26/2017
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA210086 12/26/2017

AMITRIPTYLINE HYDROCHLORIDE



amitriptyline hydrochloride tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
AMITRIPTYLINE HYDROCHLORIDE (UNII: 26LUD4JO9K) (AMITRIPTYLINE -

NDC:70771-1178

Basis of Strength Strength

AMITRIPTYLINE

UNII:1806D8D52K) HYDROCHLORIDE
Inactive Ingredients
Ingredient Name
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ8WG20P6)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIl: 70097M6130)
POLYETHYLENE GLYCOL 8000 (UNIl: Q662QK8M3B)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
Product Characteristics
Color WHITE (CREAM TO BEIGE) Score
Shape CAPSULE (MODIFIED CAPSULE) Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1 1178-1 Product LZAEEOLY
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
2 11780 Product 12/26/2017

Marketing Information

Marketing Application Number or Monograph
Category Citation

Marketing Start
Date

150 mg

Strength

no score
17mm
1230

Marketing End
Date

Marketing End
Date



ANDA ANDA210086 12/26/2017

Labeler - Zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

Establishment
Name Address ID/FEI Business Operations
Zydus ANALYSIS(70771-1173, 70771-1174, 70771-1175, 70771-1176, 70771-1177,

Lifesciences 863362789 70771-1178) , MANUFACTURE(70771-1173, 70771-1174, 70771-1175, 70771-1176,
Limited 70771-1177, 70771-1178)

Revised: 9/2023 Zydus Lifesciences Limited
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