ZONISAMIDE- zonisamide capsule
Zydus Lifesciences Limited

Zonisamide Capsules
Manufactured by:
Cadila Healthcare Ltd.

India

SPL MEDGUIDE

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
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100 Capsules

Ryx only

Each capsulecontains:
Fonisamide ... 25 mg

Usual Dosage: See package inser for
complete prescribing information.

Sdore at 20° fo 25°C (BB* fo T7°F)
[See USP Conirolled Room Temperaturs]
in @ dry place and profected from light.

KEEP THIZ AND ALL THE DRUGS
OUT OF THE REACH OF GHILDREN.
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Ahmedakad, Imdia
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NDC 70771-1143-1 in bottle of 100 Capsules

Zonisamide Capsules, 50 mg




Rx only
100 Capsules

LT

NDC 70771-1143-1 s

Zonisamide

Capsules

ATTENTION PHARMACIST:
Dizpense the accompanying
Medication Guide to each patient

i zydus

PEOCTEOURNTIEETT

100 Capsules
Ex only

Each capsule contains:
Zonisamide _.... 50 mg

Usual Dosage: See package insert for
complete prescribing nformation.

Siore at 20° i 25°C (BB to T7°F)
[See USP Conirolled Room Temperahere]
in a dry place and protected from fight.
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ZONISAMIDE
zonisamide capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1142

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ZONISAMIDE (UNII: 459384H98V) (ZONISAMIDE - UNII:459384H98V)

Inactive Ingredients

Ingredient Name
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 4 (UNIl: X3WOAMLJLX)
GELATIN (UNIl: 2G86QN327L)
HYDROGENATED COTTONSEED OIL (UNIl: Z82Y2C65EA)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))

Basis of Strength Strength
ZONISAMIDE 25 mg

Strength



TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color PINK (PINK) , WHITE (WHITE) Score no score
Shape CAPSULE (CAPSULE) Size 14mm
Flavor Imprint Code ZA;31;25;mg
Contains
Packaging
# Item Code Package Description Marketing| Start Marketing| End
Date Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
111421 Product SRRy
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
2 114235 Product 11/22/2017
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA077625 11/22/2017
ZONISAMIDE

zonisamide capsule

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

ZONISAMIDE (UNII: 459384H98V) (ZONISAMIDE - UNII:459384H98V)

Inactive Ingredients

Ingredient Name
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 4 (UNIl: X3WOAM1JLX)
GELATIN (UNIl: 2G86QN327L)
HYDROGENATED COTTONSEED OIL (UNIl: Z82Y2C65EA)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Item Code (Source) NDC:70771-1143

Basis of Strength
Z ONISAMIDE

Strength
50 mg

Strength



Product Characteristics

Color PINK (PINK) , WHITE (WHITE) Score no score

Shape CAPSULE (CAPSULE) Size 16mm

Flavor Imprint Code ZA;32;50;mg
Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1 1143-1 Product 11/22/2017
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
2 1143-5 Product 11/22/2017
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA077625 11/22/2017
ZONISAMIDE
zonisamide capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1144
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZONISAMIDE (UNII: 459384H98V) (ZONISAMIDE - UNII:459384H98V) ZONISAMIDE 100 mg
Inactive Ingredients
Ingredient Name Strength

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

FD&C RED NO. 4 (UNIl: X3WOAM1JLX)

GELATIN (UNII: 2G86QN327L)

HYDROGENATED COTTONSEED OIL (UNIl: Z82Y2C65EA)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)



Product Characteristics

Color PINK (PINK) , WHITE (WHITE) Score no score
Shape CAPSULE (CAPSULE) Size 19mm
Flavor Imprint Code ZA;33;100;mg
Contains
Packaging
# Item Code Package Description bEiElle) S zedle) (=
Date Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1 1144-1 Product 11/22/2017
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
2 11445 Product 11/22/2017
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
3 11440 Product 11/22/2017

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDAO077625 11/22/2017

Labeler - Zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Zydus Lifesciences 918596198 ANALYSIS(70771-1142, 70771-1143, 70771-1144) , MANUFACTURE(70771-
Limited 1142, 70771-1143, 70771-1144)

Revised: 10/2023 Zydus Lifesciences Limited
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