ROSUVASTATIN - rosuvastatin tablet, film coated
Zydus Lifesciences Limited

ROSUVASTATIN TABLETS

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1481-3

Rosuvastatin Calcium Tablets, 5 mg

30 Tablets

Rx only
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*Each film-coated tablet contains
Rosuvastatin Calcium, ISP equivalent to
Rosuvastatin ... 5mg

Usuwal Dosage: See package msert for
fiall prescriging nformation.

Store at 20° to 25°C (68" 40 7T°F)
[See USP Controlled Room Temperature].
Prodect from maisture.

Dlisgense n a tight container as defined
in the USP, with a child-resistant closure.

KEEF THIS AND ALL DRUGS OUT OF
THE REACH OF GHILDREN.

Manufactured by:
Cadia Healthcare Lid.
Ahmedakad, India
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Rosuvastatin Calcium Tablets, 10 mg
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*Each fim-coated fablet containg
Rosuvastatin Calcium, USP equivalent to
Rosuvastatin .......... 10 mg

Usual Dosage: See package insert for
full prescribing information.

Siore at 20" to 25°C (68" to T7°F)

[See USP Confrolled Room Temperature].

Protect from moisture.

Dizpense in a tight container as defined
in the USP, with a child-resietant closure.

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

Manufactured by:
Cadila Healthcare Ltd.
Ahmedabad, India
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Rosuvastatin Calcium Tablets, 20 mg
30 Tablets

Rx only
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Protect from moisture.
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Rosuvastatin Calcium Tablets, 40 mg
30 Tablets

Rx only
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Digpense in a tight container as defined
in the USP, with a child-recietant clozure.
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7 zydus Cadila Healthcare Ltd.
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ROSUVASTATIN
rosuvastatin tablet, film coated
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1481
Route of Administration ORAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
SSEZJYQ(SHEQT;';)CALCIUM (UNII: 83MVU38M7Q) (ROSUVASTATIN - ROSUVASTATIN 5 mg
Inactive Ingredients
Ingredient Name Strength

HYPROMELLOSES (UNII: 3NXW29V3WO)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNIIl: EX43802MRT)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)



MAGNESIUM STEARATE (UNIl: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLACRILIN POTASSIUM (UNII: 0BZ5A00FQU)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

TRIACETIN (UNII: XHX3C3X673)

Product Characteristics

Color YELLOW (YELLOW) Score no score
Shape ROUND (ROUND) Size 7mm
Flavor Imprint Code 627
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 1481-3 Product 01/16/2020 07/09/2022
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1481-9 Product 01/16/2020 07/09/2022
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
3 1481-1 Product 01/16/2020 07/09/2022
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
4 1481-5 Product 01/16/2020 07/09/2022
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
5 1481-0 Product 01/16/2020 07/09/2022
6 NDC:70771- 10in 1 CARTON 01/16/2020 07/09/2022
1481-2
6 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA206513 01/16/2020 07/09/2022
ROSUVASTATIN
rosuvastatin tablet, film coated
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1482
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name SEE Ol Strength

Strength



ROSUVASTATIN CALCIUM (UNII: 83MVU38M7Q) (ROSUVASTATIN -

UNII:413KH5Z)73) ROSUVASTATIN 10 mg
Inactive Ingredients
Ingredient Name Strength

FERRIC OXIDE RED (UNIl: 1KO9F3G675)

FERRIC OXIDE YELLOW (UNII: EX43802MRT)

HYPROMELLOSES (UNII: 3NXW29V3WO)

LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNII: 70097M6130)

CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

POLACRILIN POTASSIUM (UNII: 0BZ5A00FQU)

TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

TRIACETIN (UNII: XHX3C3X673)

Product Characteristics

Color PINK (PINK) Score no score

Shape ROUND (ROUND) Size 7mm

Flavor Imprint Code 628

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date

NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination

1 1482-3 Product 01/16/2020 07/09/2022
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination

2 1482-9 Product 01/16/2020 07/09/2022
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination

3 1482-1 Product 01/16/2020 07/09/2022
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination

4 14825 Product 01/16/2020 07/09/2022
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination

5 1482-0 Product 01/16/2020 07/09/2022

6 NDC:70771- 10 1 CARTON 01/16/2020 07/09/2022
1482-2

6 10 in 1 BLISTER PACK; Type 0: Not a Combination

Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA206513 01/16/2020 07/09/2022

ROSUVASTATIN

rosuvastatin tablet, film coated



Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:70771-1483

q Basis of
Ingredient Nam trength
gredie ame Strength Streng
ROSUVASTATIN CALCIUM (UNIl: 83MVU38M7Q) (ROSUVASTATIN -
UNII:413KH5Z73) ROSUVASTATIN 20 mg
Inactive Ingredients
Ingredient Name Strength
FERRIC OXIDE RED (UNII: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
HYPROMELLOSES (UNII: 3NXW29V3W0)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNII: OP1R32D61U)
POLACRILIN POTASSIUM (UNIl: 0BZ5A00FQU)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIACETIN (UNIl: XHX3C3X673)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
Product Characteristics
Color ORANGE (ORANGE) Score no score
Shape ROUND (ROUND) Size 9mm
Flavor Imprint Code 629
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date

NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 1483-3 Product ez

NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1483-9 Product 01/16/2020

NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
3 14831 Product REEAT

NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
4 1483-5 Product 01/16/2020

NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
> 1483-0 Product 01/16/2020
6 NDC:70771- 14y 1 CARTON 01/16/2020

1483-2



10 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA206513 01/16/2020
ROSUVASTATIN

rosuvastatin tablet, film coated

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1484

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

ROSUVASTATIN CALCIUM (UNII: 83MVU38M7Q) (ROSUVASTATIN -
UNII:413KH5Z)73)

Inactive Ingredients

Ingredient Name
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
HYPROMELLOSES (UNII: 3NXW29V3WO)
LACTOSE MONOHYDRATE (UNII: EAMQ57Q8I5X)
MAGNESIUM STEARATE (UNIl: 70097M6130)
POLACRILIN POTASSIUM (UNII: 0BZ 5A00FQU)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIACETIN (UNII: XHX3C3X673)

Product Characteristics
Color PURPLE (LIGHT PURPLE) Score
Shape OVAL (OVAL) Size

Basis of
Strength Strength

ROSUVASTATIN 40 mg

Strength

no score

16mm

Flavor Imprint Code 630

Contains

Packaging
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# Item Code Package Description

Date

1 ’II4D§£;-73?771- i?oigu(l:tBOTl'LE; Type 0: Not a Combination 01/16/2020
2 TESCA;?90771_ g(r)oiguitBOTTLE; Type 0: Not a Combination 01/16/2020
3 TEgCﬂlOWl- ;?gdigcél BOTTLE; Type 0: Not a Combination 01/16/2020
a ’II4D§£;-750771- g?c?di:cg BOTTLE; Type 0: Not a Combination 01/16/2020
5 TEsCﬂc?”l_ ;(r)oocg)ulcnt 1 BOTTLE; Type 0: Not a Combination 01/16/2020
6 DO 79771 101in 1 CARTON 01/16/2020
6 10 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA206513 01/16/2020

Labeler - Zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

viarkeunyg cna
Date

07/09/2022

07/09/2022

07/09/2022

07/09/2022

07/09/2022

07/09/2022

Marketing End
Date

07/09/2022

Establishment

Name Address ID/FEI Business Operations
fig’dusi . 863362789 ANALYSIS(70771-1481, 70771-1482, 70771-1483, 70771-1484) ,
Linﬁftgs ces MANUFACTURE(70771-1481, 70771-1482, 70771-1483, 70771-1484)

Revised: 7/2022

Zydus Lifesciences Limited
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