CANDESARTAN CILEXETIL - candesartan cilexetil tablet
Zydus Lifesciences Limited

CANDESARTAN CILEXETIL TABLETS

|PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1204-5

Candesartan Cilexetil Tablets USP, 4 mg

Rx Only

500 tablets
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Candesartan

Each tablet contains 4 mg of
Candesartan Cilexedil, USP.
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Com—— Store at 20° to 25°C (68" to TT°F) [See
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_.= Keep container tightly closed.

_ Dispanse in a tight, ight-resistant

E— container as defined in the LUSP.
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= KEEP THIS AND ALL DRUGS OUT

- OF THE REACH OF GHILDREN.

500 TABLETS Manufacturad by:
> Cadila Healthcare Lid.
g;ﬁ]’gﬂs Rx only Bhmedabad, India

Usual Adult Dosage: Ses package nsest
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NDC 70771-1205-5

Candesartan Cilexetil Tablets USP, 8 mg
Rx Only

500 tablets




Mo Vamighed Area (Do Mot Print)
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Each taklet contains B mg of
Candesartan Cilexedil, USP.

C a n d es a ﬂan Uszual Adult Elmag;va.: Sge pa-cka.ge nzer
C i [exet i I for complete prescrbing |nfc-r_mn11-:-n.
Tabl USP USP Controlid Room Temparatad]
ablets,

Keep container tightly closed.

Dispense in a fight, iight-resistant
8 m container as defined in the USP.
g KEEP THIS AND ALL DRUGS OUT
OF THE REAGCH OF CHILDREN.
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NDC 70771-1206-5

Candesartan Cilexetil Tablets USP, 16 mg
Rx Only

500 tablets
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NDC 70771-1206-5 ya

Candesartan
Cilexetil
Tablets, USP

500 TABLETS
Rx only

Each tablet contains 16 myg of
Candesartan Cilexedil, USP.

Usual Adult Dosage: See package nsert
for complete prescrking information.
Store at 207 to 25°C (68" o TT°F) [See
USP Controlled Room Temperature].
Keep container tightly closed.

Dispense in a tight, ght-resistant
contaimer as defined in the USP.

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

Manufacturad by:

Cadila Healthcare Lid.

Ahmedabad, India

Diatributad by:

Zydus Pharmaceuticals (U3A) Inc.
Pennington, M) 08534
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NDC 70771-1207-5

Candesartan Cilexetil Tablets USP, 32 mg
Rx Only

500 tablets




Mo Vamished Area (Do Mot Print)
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Candesartan

Eaich taklet confains 32 mg of
Candesartan Cilexetil, USP.

Usual Adult Dosage: See package nsert

= C - I t - I for complete prescrbing information.
—— lexetl
= — Store at 207 to 25°C (68" fo 77T°F) [See
| E— USP Confrolled Room Temperabure].
= Tablets, USP
p—————— Keep container tightly chosed.
;= Dispense in a fight, lght-resisiant
e confainer as defined in the ISP,
 —

KEEF THIS AND ALL DRUGS OUT
o OF THE REAGH OF GHILDREN.

500 TABLETS  Manufactursd by: &
'—‘ zyﬂus Cadila Healtheare Lid, g
£ [ B’ e Rxonly  Ahmedabad, india =
CANDESARTAN CILEXETIL
candesartan cilexetil tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1204
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CANDESARTAN CILEXETIL (UNII: R85M2X0D68) (CANDESARTAN - CANDESARTAN am
UNII:S8Q36MD2XX) CILEXETIL 9
Inactive Ingredients
Ingredient Name Strength

CARBOXYMETHYLCELLULOSE CALCIUM (UNII: UTY7PDF93L)

FERRIC OXIDE RED (UNII: 1KO9F3G675)

HYDROXYPROPYL CELLULOSE (110000 WAMW) (UNIl: 5Y0974F5PW)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNII: 70097M6130)

POLYETHYLENE GLYCOL 6000 (UNII: 301QX730WE)

STARCH, CORN (UNIl: 08232NY3S))



Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:70771-
1204-3

NDC:70771-
1204-9

NDC:70771-
1204-5

PINK (LIGHT PINK)
ROUND (ROUND)

Package Description

30 in 1 BOTTLE; Type 0: Not a Combination
Product

90 in 1 BOTTLE; Type 0: Not a Combination
Product

500 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing
Category

ANDA

Score
Size
Imprint Code

Marketing Start
Date

02/22/2018
02/22/2018

02/22/2018

Application Number or Monograph Marketing Start

Citation
ANDA091390

CANDESARTAN CILEXETIL

candesartan cilexetil tablet

Product Information

Product Type

HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

CANDESARTAN CILEXETIL (UNIl: R85M2X0D68) (CANDESARTAN -

UNII:S8Q36MD2XX)

Ingredient Name

Inactive Ingredients

Ingredient Name

CARBOXYMETHYLCELLULOSE CALCIUM (UNII: UTY7PDF93L)
FERRIC OXIDE RED (UNII: 1KO9F3G675)

HYDROXYPROPYL CELLULOSE (110000 WAMW!) (UNIl: 5Y0974F5PW)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIl: 70097M6130)
POLYETHYLENE GLYCOL 6000 (UNII: 30IQX730WE)
STARCH, CORN (UNIIl: 08232NY3S))

Date
02/22/2018

Item Code (Source)

2 pieces
7mm
ZE;58

Marketing End
Date

Marketing End
Date

NDC:70771-1205

Basis of Strength Strength

CILEXETIL

CANDESARTAN

8 mg

Strength



Product Characteristics

Color PINK (PINK) Score 2 pieces
Shape ROUND (ROUND) Size 7mm
Flavor Imprint Code ZE;59
Contains
Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 1205-3 Product Oeleeehbs
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1505.9 Product 02/22/2018
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
2 1205-5 Product R
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA091390 02/22/2018
CANDESARTAN CILEXETIL
candesartan cilexetil tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1206
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CANDESARTAN CILEXETIL (UNII: R85M2X0D68) (CANDESARTAN - CANDESARTAN 16 m
UNII:S8Q36MD2XX) CILEXETIL 9
Inactive Ingredients
Ingredient Name Strength

CARBOXYMETHYLCELLULOSE CALCIUM (UNII: UTY7PDF93L)
HYDROXYPROPYL CELLULOSE (110000 WAMW) (UNIl: 5Y0974F5PW)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNII: 70097M6130)

POLYETHYLENE GLYCOL 6000 (UNII: 301QX730WE)

STARCH, CORN (UNIIl: 08232NY3S))



Product Characteristics

Color WHITE (WHITE) Score 2 pieces
Shape ROUND (ROUND) Size 7mm
Flavor Imprint Code ZE;60
Contains
Packaging
# Item Code Package Description D ) BT lagketinagEnc
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 12063 Product Raes
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1206-9 Product 02/22/2018
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
3 1206-1 Product 02/22/2018
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
4 1206-5 Product 02/22/2018
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
5 1206-0 Product el
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA091390 02/22/2018
CANDESARTAN CILEXETIL
candesartan cilexetil tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1207
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CANDESARTAN CILEXETIL (UNIl: R85M2X0D68) (CANDESARTAN - CANDESARTAN 32 m
UNII:S8Q36MD2XX) CILEXETIL 9
Inactive Ingredients
Ingredient Name Strength

CARBOXYMETHYLCELLULOSE CALCIUM (UNII: UTY7PDF93L)
HYDROXYPROPYL CELLULOSE (110000 WAMW) (UNIl: 5Y0974F5PW)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)

MAGNESIUM STEARATE (UNII: 70097M6130)



POLYETHYLENE GLYCOL 6000 (UNII: 30IQX730WE)
STARCH, CORN (UNIIl: 08232NY3S))

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score 2 pieces
Shape ROUND (ROUND) Size 9mm
Flavor Imprint Code ZE;61
Contains
Packaging
# Item Code Package Description e S zelg (=
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 1207-3 Product LA AR
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1207-9 Product 02/22/2018
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
e 1207-1 Product AP
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
4 1207-5 Product 02/22/2018
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
) 1207-0 Product grlzepees
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA091390 02/22/2018
Labeler - zydus Lifesciences Limited (918596198)
Registrant - zydus Lifesciences Limited (918596198)
Establishment
Name Address ID/FEI Business Operations
E']Z/dus. 918596198 ANALYSIS(70771-1204, 70771-1205, 70771-1206, 70771-1207) ,
L:rﬁf't;'dences MANUFACTURE(70771-1204, 70771-1205, 70771-1206, 70771-1207)

Revised: 10/2022 Zydus Lifesciences Limited
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