SIMVASTATIN- simvastatin tablet, film coated
Cadila Healthcare Limited

SIMVASTATIN TABLETS

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 65841-065-16 in bottle of 90 tablets

Simvastatin Tablets USP, 5 mg

Rx only

No Vamished Area (Do Not Print}

18 x 41 mm)
NDC 65841-(65-16

Simvastatin
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' 90 TABLETS
i Q—E iy_ﬁfgﬁs Rx only

Each tablet containg
Simvastatim, USP ... 5 mg

Usual Adult Dosage: See package
ingert for complete prescribing information

Siore at 20" fo 25°C (68" to 77°F)
[See USP Controlled Room Temperature],

Digpence in a bight container

KEEP THIS AND ALL THE DRUGS
OUT OF THE REACH OF CHILDREN.

Manufactured by:
Cadila Healthcare Ltd
Ahmedabad, India
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NDC 65841-066-16 in bottle of 90 tablets
Simvastatin Tablets USP, 10 mg
Rx only
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NDC 65841-067-16 in bottle of 90 tablets
Simvastatin Tablets USP, 20 mg
Rx only
No Vamished Area (Do Not Print)
(18 x 41 mm) L
,J, NDC 65841-067-16
Each tablet contains:

Simvastatin
Tablets, USP

20 mg

90 TABLETS

Rx only

Simvastatin, USP ... 20 mg

Usual Adult Dosage: See package insert
for complete prescribing information.

Siore at 20" to 25*C (68" fo T7T"F)
[See USP Conirolled Room Temperature]

D=pence in a bight container.

KEEP THIS AND ALL THE DRUGS OUT
OF THE REACH OF CHILDREN.

Manufactured by:
Cadia Healthcare Lid.

Anmedabad, india
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NDC 65841-068-16 in bottle of 90 tablets

Simvastatin Tablets USP, 40 mg
Rx only
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NDC 65841-()68-16 -

Simvastatin
Tablets, USP

90 TABLETS
Rx only

Each tablet containe:
Simvastatin, USP .. 40 mg

Usual Adult Dosage: See package
insert for complete prescribing information.

Store at 20° to 25°C (88° to T7°F)
[See USP Confrolled Room Temperature].

Digpense in a tight container.

KEEP THIS AND ALL THE DRUGS OUT
OF THE REACH OF CHILDREN.

Manufactured by: =
Cadia Healthcare Lid. =
Ahmedabad, indla

NDC 65841-069-16 in bottle of 90 tablets

Simvastatin Tablets USP, 80 mg

Rx only

No Vamished Area (Do Mot Print)
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NDC 65841-069-16 —

Simvastatin

Tablets, USP

80 mg

90 TABLETS
? m Rx only

Each tablet contains:
Simwvastatin, USP ..... 80 mg

Usual Aduilt Dosage: See package insert
for compiete prescribing information.

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

Dispense in a tight container.

KEEP THIS AND ALL THE DRUGS OUT

OF THE REACH OF CHILDREN.
X
2
Manufactured by =
Cadila Healthcare Ltd. o
Ahmedabad, India




SIMVASTATIN

simvastatin tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
SIMVASTATIN (UNI: AGG2FN16EV) (SIMVASTATIN - UNIEAGG2FN16EV)

Inactive Ingredients
Ingredient Name
ANHYDRO US CITRIC ACID (UNI: XF417D3PSL)
ANHYDROUS LACTOSE (UNIE 3S Y5LH9 PMK)
ASCORBIC ACID (UNI: PQ6 CK8 PDOR)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNI: 9 XZ8 H6 N6 OH)
HYPROMELLO SE, UNSPECIFIED (UNIL: 3NXW29 V3WO)
MAGNESIUM STEARATE (UNIE: 7009 7M6130)
STARCH, CORN (UNI: 08232NY3SJ)
TALC (UNI: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

Product Characteristics
Color WHITE (WHITE) Score
Shape OVAL (OVAL) Size

Item Code (Source) NDC:65841-065

Basis of Strength Strength
SIMVASTATIN 5 mg

Strength

no score

9mm

Flavor Imprint Code ZA19

Contains

Packaging

# Item Code Package Description

1 NDC:65841-065-06 30 in 1 BOTTLE; Type 0: Not a Combination Product

2 NDC:65841-065-14 60 in 1 BOTTLE; Type 0: Nota Combination Product

3 NDC:65841-065-16 90 in 1 BOTTLE; Type 0: Not a Combination Product

4 NDC:65841-065-05 500 in 1 BOTTLE; Type 0: Not a Combination Product
5 NDC:65841-065-10 1000 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation
ANDA ANDAO077837

Marketing Start Date Marketing End Date
12/20/2006
12/20/2006
12/20/2006
12/20/2006
12/20/2006

Marketing Start Date Marketing End Date
12/20/2006



SIMVASTATIN

simvastatin tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
SIMVASTATIN (UNI: AGG2FN16EV) (SIMVASTATIN - UNIEAGG2FN16EV)

Inactive Ingredients
Ingredient Name
ANHYDRO US CITRIC ACID (UNI: XF417D3PSL)
ANHYDRO US LACTOSE (UNIE 3S Y5LH9 PMK)
ASCORBIC ACID (UNIL: PQ6 CK8 PDOR)
FERRIC O XIDE RED (UNIL: 1K0O9F3G675)
FERRIC O XIDE YELLOW (UNIE: EX438 02MRT)
HYDRO XYPROPYL CELLULO SE, UNSPECIFIED (UNII: 9 XZ8 H6 N6 O H)
HYPRO MELLO SE, UNSPECIFIED (UNI: 3NXW29 V3WO)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
STARCH, CORN (UNII: 08232NY3SJ)
TALC (UNIE: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics
Color PINK (PINK) Score
Shape OVAL (OVAL) Size

Item Code (Source) NDC:65841-066

Basis of Strength Strength
SIMVASTATIN 10 mg

Strength

no score

9mm

Flavor Imprint Code ZA20

Contains

Packaging

# Item Code Package Description

1 NDC:65841-066-06 30 in 1 BOTTLE; Type 0: Nota Combination Product
2 NDC:65841-066-14 60 in 1 BOTTLE; Type 0: Not a Combination Product
3 NDC:65841-066-16 90 in 1 BOTTLE; Type 0: Not a Combination Product
4
5
6

NDC:65841-066-05 500 in 1 BOTTLE; Type 0: Not a Combination Product
NDC:65841-066-10 1000 in 1 BOTTLE; Type 0: Not a Combination Product
NDC:65841-066-24 10000 in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Start Date Marketing End Date
12/20/2006
12/20/2006
12/20/2006
12/20/2006
12/20/2006
12/20/2006



Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDAO077837 12/20/2006

SIMVASTATIN

simvastatin tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-067

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SIMVASTATIN (UNIl: AGG2FN16EV) (SIMVASTATIN - UNI:AGG2FN16EV) SIMVASTATIN 20 mg
Inactive Ingredients
Ingredient Name Strength

ANHYDRO US CITRIC ACID (UNII: XF417D3PSL)
ANHYDROUS LACTO SE (UNII: 3SY5LHS PMK)
ASCORBIC ACID (UNII: PQ6 CK8PDOR)

FERRIC O XIDE RED (UNII: 1KO9F3G675)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)

FERRO SOFERRIC O XIDE (UNII: XMOM87F357)

HYDRO XYPROPYL CELLULO SE, UNSPECIFIED (UNIL: 9XZ8 H6 N6 OH)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO)
MAGNESIUM STEARATE (UNIL: 70097M6130)

STARCH, CORN (UNII: 08232NY3SJ)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

Product Characteristics

Color BROWN (BROWN) Score no score

Shape OVAL (OVAL) Size 11mm

Flavor Imprint Code ZA21

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65841-067-06 30 in 1 BOTTLE; Type 0: Nota Combination Product 12/20/2006

2 NDC:65841-067-14 60 in 1 BOTTLE; Type 0: Not a Combination Product 12/20/2006

3 NDC:65841-067-16 90 in 1 BOTTLE; Type 0: Not a Combination Product 12/20/2006

4 NDC:65841-067-05 500 in 1 BOTTLE; Type 0: Nota Combination Product 12/20/2006
5 NDC:65841-067-10 1000 in 1 BOTTLE; Type 0: Nota Combination Product  12/20/2006



6 NDC:65841-067-24 10000 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

ANDA ANDA077837

SIMVASTATIN

simvastatin tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
SIMVASTATIN (UNI: AGG2FN16EV) (SIMVASTATIN - UNI:AGG2FN16EV)

Inactive Ingredients
Ingredient Name
ANHYDROUS CITRIC ACID (UNIE: XF417D3PSL)
ANHYDRO US LACTO SE (UNII: 35S YSLH9 PMK)
ASCORBIC ACID (UNIE: PQ6 CK8 PDOR)
FERRIC O XIDE RED (UNII: 1KO9F3G675)
HYDRO XYPROPYL CELLULOSE, UNSPECIFIED (UNI: 9 XZ8 H6 N6 O H)
HYPROMELLO SE, UNSPECIFIED (UNIL: 3NXW29 V3WO)
MAGNESIUM STEARATE (UNIL: 70097M6130)
STARCH, CORN (UNIL: 08232NY3SJ)
TALC (UNIE: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics
Color PINK (PINK) Score
Shape OVAL (OVAL) Size

12/20/2006

Marketing Start Date Marketing End Date
12/20/2006

Item Code (Source) NDC:65841-068

Basis of Strength Strength
SIMVASTATIN 40 mg

Strength

no score

14mm

Flavor Imprint Code ZA22

Contains

Packaging

# Item Code Package Description

1 NDC:65841-068-06 30 in 1 BOTTLE; Type 0: Not a Combination Product
2 NDC:65841-068-14 60 in 1 BOTTLE; Type 0: Nota Combination Product
3 NDC:65841-068-16 90 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Start Date Marketing End Date
12/20/2006
12/20/2006
12/20/2006



4 NDC:65841-068-05 500 in 1 BOTTLE; Type 0: Nota Combination Product 12/20/2006
5 NDC:65841-068-10 1000 in 1 BOTTLE; Type 0: Nota Combination Product 12/20/2006
6 NDC:65841-068-40 5000 in 1 BOTTLE; Type 0: Nota Combination Product 12/20/2006

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDAO077837 12/20/2006

SIMVASTATIN

simvastatin tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:65841-069

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SIMVASTATIN (UNI: AGG2FN16EV) (SIMVASTATIN - UNI:AGG2FEN16EV) SIMVASTATIN 80 mg
Inactive Ingredients
Ingredient Name Strength

ANHYDRO US CITRIC ACID (UNII: XF417D3PSL)

ANHYDROUS LACTOSE (UNII: 3SY5LH9 PMK)

ASCORBIC ACID (UNII: PQ6 CK8PDOR)

HYDRO XYPROPYL CELLULO SE, UNSPECIFIED (UNIL: 9 XZ8 H6 N6 OH)
HYPROMELLO SE, UNSPECIFIED (UNI: 3NXW29V3WO)

MAGNESIUM STEARATE (UNII: 70097M6130)

STARCH, CORN (UNII: 08232NY3SJ)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score

Shape CAPSULE (CAPSULE) Size 18 mm

Flavor Imprint Code ZA23

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:65841-069-06 30 in 1 BOTTLE; Type 0: Nota Combination Product 12/20/2006



2 NDC:65841-069-14 60 in 1 BOTTLE; Type 0: Nota Combination Product 12/20/2006
3 NDC:65841-069-16 90 in 1 BOTTLE; Type 0: Not a Combination Product 12/20/2006
4 NDC:65841-069-05 500 in 1 BOTTLE; Type 0: Not a Combination Product 12/20/2006
5 NDC:65841-069-10 1000 in 1 BOTTLE; Type 0: Nota Combination Product 12/20/2006

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDAO077837 12/20/2006

Labeler - cadila Healthcare Limited (918596198)

Registrant - Cadila Healthcare Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
ﬁadlltlﬁ 91859619 ANALYSIS(65841-065, 65841-066, 65841-067, 65841068, 65841-069) ,
Lie;nezare MANUFACTURE(65841-065, 65841-066, 65841-067, 65841-068, 65841-069)

Revised: 9/2020 Cadila Healthcare Limited
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