TEMOZOLOMIDE- temozolomide capsule

Cadila Healthcare Limited

TEMOZOLOMIDE CAPSULES

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 70771-1092-6 in bottle of 5 capsules
Temozolomide Capsules, 5 mg
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Each capaule containa: 5 ma Temozolomide, USP.

Usual Dosage: See package inser for recommendations regarding
fhe use of varying capsule strengths in establishing a daify regimen.
Read accompanying directions carefully.

Store at 20° to 25°C (68" to 77°F) [See USP Conirolled Room Temperature].
Dispense in fight, ight-resistant containers as defined in USPINF.
KEEF THIS AND ALL DRUGS QUT OF THE REACH OF CHILDREN.
Manufactured by:

Cadila Healthcare Lid.
Ahmedabad, India
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NDC 70771-1093-6 in bottle of 5 capsules
Temozolomide Capsules, 20 mg
Ry only

5 capsules
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Temozolomide

Capsules

20 mg

For Oral Administration

Caution: Cytotoxic agent-Special Handling

SCAPSULES
Rx only

Each capsule containa: 2 mg Temozolomide, LUSP.

Usaual Dosage: See package inser for recommendations regarding
fhe use of varying capsule strengths in estabishing a daily regimen.
Read accompanying directions carsfully.

Store at 20° to 25°C (88" to 77°F) [See USP Condrolled Room Temparatura].
Dispense in tight, iight-resistant comtainers as defined in USPINF.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF GHILDREN.
Manufactured by:

Cadila Healtheare Lid.
Ahmedabad, Inda

R 1T

NDC 70771-1094-6 in bottle of 5 capsules




Temozolomide Capsules, 100 mg
Ry only
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Each capsule containa: 100 mg Temozolomide, USP.

Usaual Dosage: See package insert for recommendations regarding

the use of varying capsule strengths in establishing a daily regimen.

Rsad accompanying directions carsfully.

Store at 20° to 25°C (68" to T7°F) [See USP Controlled Room Temperaturs].
Dispense in ight, ight-resistant containers as defined in USPINF.

KEEP THIS AND ALL DRUGS OUT OF THE REAGH OF GHILDREN.

Manufactured by:
Cadila Healthcare Lid.
Ahmedabad, Inda
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NDC 70771-1095-6 in bottle of 5 capsules
Temozolomide Capsules, 140 mg
Ry only
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NDC 70771-1096-6 in bottle of 5 capsules
Temozolomide Capsules, 180 mg
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TEMOZOLOMIDE
temozolomide capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1092
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength  Strength
TEMO ZOLOMIDE (UNII: YF1K15M17Y) (TEMOZOLOMIDE - UNILYF1K15M17Y) TEMOZOLOMIDE 5 mg
Inactive Ingredients
Ingredient Name Strength

ALCOHOL (UNIL: 3K9958V90M)



AMMO NIA (UNIL: 5138Q19F1X)

ANHYDROUS LACTO SE (UNIL: 3SY5LHS PMK)
BUTYL ALCOHOL (UNII: 8PJ61P6 TS 3)

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

FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)

FERRIC OXIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNI: XMOM8 7F357)
GELATIN (UNIL: 2G86QN327L)

ISOPROPYL ALCOHOL (UNII: ND2M416302)

PO TASSIUM HYDRO XIDE (UNIl: WZH3C48 M4T)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNII: 46 N107B710)

SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)
SODIUM LAURYL SULFATE (UNIL: 36 8GB5141J)
SODIUM STARCH GLYCOLATE TYPE B POTATO (UNIL: 27NA468985)
STEARIC ACID (UNI: 4ELV7Z65AP)

TARTARIC ACID (UNII: W48881119H)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

WATER (UNIL: 059QF0KOOR)

Product Characteristics

Color GREEN (GREEN) , WHITE (WHITE) Score

Shape CAPSULE (CAPSULE) Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:70771-1092-6 5in 1 BOTTLE; Type 0: Nota Combination Product 10/26/2017
2 NDC:70771-1092-7 14 in 1 BOTTLE; Type 0: Not a Combination Product 10/26/2017

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
ANDA ANDA206750 10/26/2017

TEMOZOLOMIDE

temozolomide capsule

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration ORAL

no score
11Imm

751

Marketing End Date

Marketing End Date

NDC:70771-1093



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
TEMO ZOLOMIDE (UNII: YF1K15M17Y) (TEMOZOLOMIDE - UNILYF1K15M17Y) TEMOZOLOMIDE 20 mg

Inactive Ingredients

Ingredient Name
ALCOHOL (UNIE: 3K9958 V90 M)
AMMO NIA (UNIL: 5138Q19F1X)
ANHYDROUS LACTOSE (UNIL: 3SY5LH9 PMK)
BUTYL ALCOHOL (UNII: 8PJ61P6 TS 3)
FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XMOM87F357)
GELATIN (UNIL: 2G86QN327L)
ISOPROPYL ALCOHOL (UNII: ND2M416302)
POTASSIUM HYDRO XIDE (UNII: WZH3C48 M4T)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNIl: 46 N107B710)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
SODIUM STARCH GLYCOLATE TYPE B POTATO (UNII: 27NA468985)
STEARIC ACID (UNI: 4ELV7Z65AP)
TARTARIC ACID (UNII: W4888I1119H)
TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)
WATER (UNII: 059QF0KOOR)

Product Characteristics

Color YELLOW (YELLOW) , WHITE (WHITE) Score

Shape CAPSULE (CAPSULE) Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:70771-1093-6 5in 1 BOTTLE; Type 0: Nota Combination Product 10/26/2017
2 NDC:70771-1093-7 14 in 1 BOTTLE; Type 0: Nota Combination Product 10/26/2017

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date
ANDA ANDA206750 10/26/2017

TEMOZOLOMIDE

temozolomide capsule

Strength

no score
11mm

752

Marketing End Date

Marketing End Date



Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
TEMO ZOLOMIDE (UNII: YF1K15M17Y) (TEMOZOLOMIDE - UNILYF1K15M17Y)

Inactive Ingredients

Ingredient Name
ANHYDRO US LACTO SE (UNIE: 3S YSLH9 PMK)
SODIUM STARCH GLYCOLATE TYPE B POTATO (UNIL: 27NA468985)
TARTARIC ACID (UNI: W48881119H)
STEARIC ACID (UNII: 4ELV7Z65AP)
BUTYL ALCOHOL (UNIE: 8PJ61P6TS3)
ALCOHOL (UNI: 3K9958 V90 M)
FERRO SOFERRIC O XIDE (UNII: XMO0 M8 7F357)
ISOPROPYL ALCOHOL (UNI: ND2M416302)
PO TASSIUM HYDRO XIDE (UNIE: WZH3C48 M4T)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNIL 46N107B710)
AMMO NIA (UNIL: 5138Q19F1X)
WATER (UNIL: 059QFOKOOR)
GELATIN (UNI: 2G86QN327L)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
FD&C RED NO. 3 (UNIE: PN2ZH5LOQY)
D&C YELLOW NO. 10 (UNIE: 35SW5USQ3G)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)

Product Characteristics

Color PINK (PINK) , WHITE (WHITE)
Shape CAPSULE (CAPSULE)

Flavor

Contains

Packaging

# Item Code Package Description

1 NDC:70771-1094-6 5in 1 BOTTLE; Type 0: Nota Combination Product
2 NDC:70771-1094-7 14 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Item Code (Source)

NDC:70771-1094

Basis of Strength  Strength

TEMOZOLOMIDE 100 mg
Strength
Score no score
Size 16 mm
Imprint Code 753

Marketing Start Date
10/26/2017
10/26/2017

Marketing End Date



Marketing Category  Application Number or Monograph Citation
ANDA ANDA206750

TEMOZOLOMIDE

temozolomide capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
TEMO ZO LOMIDE (UNIE: YFIK15M17Y) (TEMOZOLOMIDE - UNILYFIK15M17Y)

Inactive Ingredients

Ingredient Name
ALCOHOL (UNIE: 3K9958 V90 M)
AMMONIA (UNI: 5138 Q19F1X)
ANHYDROUS LACTOSE (UNIE 3S YSLH9 PMK)
BUTYL ALCOHOL (UNI: 8PJ61P6TS3)
FD&C BLUE NO. 1 (UNI:: H3R47K3TBD)
FD&C RED NO. 3 (UNI: PN2ZH5LOQY)
FERRO SO FERRIC O XIDE (UNI: XMO0M87F357)
GELATIN (UNI: 2G86QN327L)
ISOPROPYL ALCOHOL (UNI: ND2M416302)
POTASSIUM HYDRO XIDE (UNI: WZH3C48 M4T)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
SHELLAC (UNIL: 46N107B710)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
SODIUM LAURYL SULFATE (UNIL: 368 GB5141J)
SODIUM STARCH GLYCOLATE TYPE B POTATO (UNIL: 27NA468985)
STEARIC ACID (UNIL: 4ELV7Z65AP)
TARTARIC ACID (UNI: W48881119H)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)
WATER (UNIE: 059 QFOKOOR)

Product Characteristics

Color BLUE (BLUE) , WHITE (WHITE)
Shape CAPSULE (CAPSULE)
Flavor

Contains

Marketing Start Date Marketing End Date

10/26/2017

Item Code (Source) NDC:70771-1095

Basis of Strength  Strength

TEMOZOLOMIDE

Score
Size

Imprint Code

140 mg

Strength

no score
18 mm

754



Packaging

# Item Code Package Description Marketing Start Date
1 NDC:70771-1095-6 5in 1 BOTTLE; Type 0: Nota Combination Product 10/26/2017

2 NDC:70771-1095-7 14 in 1 BOTTLE; Type 0: Not a Combination Product 10/26/2017

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
ANDA ANDA206750 10/26/2017

TEMOZOLOMIDE

temozolomide capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:70771-1096

Ingredient Name Basis of Strength  Strength
TEMO ZOLOMIDE (UNIE: YFIK15M17Y) (TEMOZOLOMIDE - UNILYFIK15M17Y) TEMOZOLOMIDE 180

Inactive Ingredients

Ingredient Name
ALCOHOL (UNIE: 3K9958 V90 M)
AMMONIA (UNIE: 5138 Q19F1X)
ANHYDRO US LACTO SE (UNIL: 3S YSLH9 PMK)
BUTYL ALCOHOL (UNIE: 8PJ61P6TS3)
FERRIC O XIDE RED (UNI: 1K09F3G675)
FERRIC O XIDE YELLOW (UNI: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNIL: XM0M87F357)
GELATIN (UNIE: 2G86QN327L)
ISOPROPYL ALCOHOL (UNI: ND2M416302)
PO TASSIUM HYDRO XIDE (UNI: WZH3C48 M4T)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SHELLAC (UNIE: 46N107B710)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
SODIUM STARCH GLYCOLATE TYPE B POTATO (UNIL: 27NA468985)
STEARIC ACID (UNIE: 4ELV7Z65AP)
TARTARIC ACID (UNI: W48881119 H)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)
WATER (UNIL: 059 QFOKOOR)

Strength



Product Characteristics

Color ORANGE (ORANGE) , WHITE (WHITE) Score no score
Shape CAPSULE (CAPSULE) Size 21mm

Flavor Imprint Code 755

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:70771-1096-6 5in 1 BOTTLE; Type 0: Nota Combination Product 10/26/2017
2 NDC:70771-1096-7 14 in 1 BOTTLE; Type 0: Not a Combination Product 10/26/2017

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
ANDA ANDA206750 10/26/2017

TEMOZOLOMIDE

temozolomide capsule

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1097

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
TEMO ZOLOMIDE (UNIE: YFIK15M17Y) (TEMOZOLOMIDE - UNI:YF1K15M17Y) TEMOZOLOMIDE 250 mg
Inactive Ingredients
Ingredient Name Strength

ALCOHOL (UNIL: 3K9958 V90 M)
AMMONIA (UNIE: 5138 Q19 F1X)

ANHYDRO US LACTO SE (UNIL: 3S YSLH9 PMK)

BUTYL ALCOHOL (UNIE: 8PJ61P6TS3)

FERRO SOFERRIC O XIDE (UNIL: XM0 M8 7F357)

GELATIN (UNI: 2G86QN327L)

ISOPROPYL ALCOHOL (UNI: ND2M416302)

PO TASSIUM HYDRO XIDE (UNI: WZH3C48 M4T)

PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

SHELLAC (UNIL: 46N107B710)

SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

SODIUM LAURYL SULFATE (UNIL: 368GB5141J)

SODIUM STARCH GLYCOLATE TYPE B POTATO (UNIL: 27NA468985)
STEARIC ACID (UNIL: 4ELV7Z65AP)



TARTARIC ACID (UNII: W48881119H)
TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)
WATER (UNIL: 059QF0KOOR)

Product Characteristics

Color WHITE (WHITE) , WHITE (WHITE) Score

Shape CAPSULE (CAPSULE) Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:70771-1097-6 5in 1 BOTTLE; Type 0: Nota Combination Product 10/26/2017
2 NDC:70771-1097-7 14 in 1 BOTTLE; Type 0: Nota Combination Product 10/26/2017

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date
ANDA ANDA206750 10/26/2017

Labeler - cadila Healthcare Limited (918596198)

Registrant - Cadila Healthcare Limited (918596198)

no score
24mm

756

Marketing End Date

Marketing End Date

Establishment

Name Address ID/FEI Business Operations
Eadlitlﬁ 863362789 ANALYSIS(70771-1092, 70771-1093, 70771-1094, 70771-1095, 70771-1096, 70771-1097),
Lie;neslare MANUFACTURE(70771-1092, 70771-1093, 70771-1094, 70771-1095, 70771-1096, 70771-1097)

Revised: 9/2020

Cadila Healthcare Limited
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