OSELTAMIVIR PHOSPHATE - oseltamivir phosphate capsule
Zydus Lifesciences Limited

Oseltamivir Phosphate Capsules, USP

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1710-2

OSELTAMIVIR PHOSPHATE Capsules, USP

30* mg

*Each capsule contains oseltamivir phosphate equivalent to 30 mg oseltamivir (free
base).

10 Capsules
(1 x 10 Unit-Dose)
Rx only



22 mm

NDC 70771-1710-2

Usual dosage: For dosage recommendations and
other important prescribing information,
read accompanying insert.

Store at 25°C (77°F); excursions permitted
to 15° to 30°C (59° to 86°F) [see USP Controlled
Room Temperature].

This unit-dose package is not child resistant.

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

GUJDRUGN486

Manufactured by:
Cadila Healthcare Ltd.
Ahmedabad, India

Oseltamivir
Phosphate
Capsules, USP

NDC 70771-1710-2

Oseltamivir
Phosphate

Capsules, USP

)

*Each capsule contains oseltamivir phosphate
equivalent to 30 mg oseltamivir (free base).
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NDC 70771-1711-2
OSELTAMIVIR PHOSPHATE Capsules, USP

45* mg

10 Capsules

zydus

pharmaceuticals

(1 x 10 Unit-Dose)

Rx only
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*Each capsule contains oseltamivir phosphate equivalent to 45 mg oseltamivir (free

base).

10 Capsules
(1 x 10 Unit-Dose)

Rx only



107 mm

22 mm

T

NDC 70771-1711-2

Usual desage: For dosage recommendations and
other important presenbing information,
read accompanying insert.

Store at 25°C (77°F); excursions permitted
to 15° to 30°C (59" to 86°F) [see USP Controlled
Room Temperature].

This unit-dose package is not child resistant.

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

GUNDRUGH488

Manufactured by:
Cadila Healthcare Ltd.
Ahmedabad, India

NDC 70771-1712-2
OSELTAMIVIR PHOSPHATE Capsules, USP

75* mg

NDC 70771-1711-2
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*Each capsule contains oseltamivir phosphate equivalent to 75 mg oseltamivir (free

base).

10 Capsules

(1 x 10 Unit-Dose)

Rx only




{2 1

L£ TN

e e = e e |
|
I il I'-, ."l |
f— il ,
i_ _i |I "\ / Ree |
i 1 i
1! E NDC 70771-1712-2 NDC 70771-1712-2
| 1
| I
I i L -
! || Usual dosage: For dosage recommendations and Oseltamivir 0 It L Oseltamivir
Bl e G seltamivir
| ] Phosphat
! { Store at 25°C (77°F); excursions permitted Osp a e
| ] to 15° to 30°C (59° to B6°F) [see USP Controlled
|
| | == Capsules, USP
! This unit-dose package is not child resistant.
| 1
c | i KEEP THIS AND ALL DRUGS OUT OF 75 %
= | THE REACH OF CHILDREN. m g
1 ]
| i —
: ! ( wn N W=
| —
| ~
i 1 *Each capsule contains oseltamivir phosphate 3=_
i | equivalent to 75 mg oseltamivir (free base). S —
| GUNDRUG/H486 o —
1 -.'_
i [ Manufactured by: 40 c'apsu[es _N._
| | CadiaHealthcare Lid 7~ zydus (1x 10 Unit-Dose) I —
i | Ahmedabad, India 4 pharmaceuticnls Rx only ~
_'—LI e
(P
7
K, | Oseltamivir Phosphate Capsules, USP \| rd
| [
\ | —_
s} 7 zydus L
r -3
LIl
. N /

OSELTAMIVIR PHOSPHATE

oseltamivir phosphate capsule

Product Information
Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG

ORAL

Active Ingredient/Active Moiety

Ingredient Name

OSELTAMIVIR PHOSPHATE (UNIl: 4A3049NGEZ) (OSELTAMIVIR ACID -

UNII:K6106LV5Q8)

Inactive Ingredients

Ingredient Name

Item Code (Source)

NDC:70771-1710

Basis of
Strength Strength
OSELTAMIVIR ACID 30 mg
Strength




CROSCARMELLOSE SODIUM (UNIIl: M28OL1HH48)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNII: 2G86QN327L)

POVIDONE K30 (UNIl: U725QWY32X)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))
SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UI)
STARCH, CORN (UNIIl: 08232NY3S))

TALC (UNIl: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color WHITE (WHITE) Score
Shape CAPSULE Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
NDC:70771- .
1 171002 1in 1 CARTON 02/24/2017
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA208578 02/24/2017
OSELTAMIVIR PHOSPHATE
oseltamivir phosphate capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

OSELTAMIVIR PHOSPHATE (UNII: 4A3049NGEZ) (OSELTAMIVIR ACID -

UNII:K6106LV5Q8)

Basis of
Strength

no score
14mm
N;1008

Marketing End
Date

Marketing End
Date

NDC:70771-1711

Strength

OSELTAMIVIR ACID 45 mg



Inactive Ingredients

Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)
D&C RED NO. 28 (UNII: 767IPOY5NH)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNIl: 2G86QN327L)
POVIDONE K30 (UNIl: U725QWY32X)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
SODIUM STEARYL FUMARATE (UNIIl: 7CV7WK4UI)
STARCH, CORN (UNII: 08232NY3S))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
WATER (UNII: 059QF0KOO0R)

Product Characteristics

Color GRAY (Light Blue Gray) , GRAY (Light Blue Gray) Score no score
Shape CAPSULE Size 14mm
Flavor Imprint Code N;1009
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- 3
1 1711-2 1in 1 CARTON 02/24/2017
1 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 ANDA208578 02/24/2017
OSELTAMIVIR PHOSPHATE
oseltamivir phosphate capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1712

Route of Administration ORAL



Active Ingredient/Active Moiety

Basis of

Strength Strength

Ingredient Name

OSELTAMIVIR PHOSPHATE (UNII: 4A3049NGEZ) (OSELTAMIVIR ACID -

UNII:K6106LV5Q8) OSELTAMIVIR ACID 75 mg

Inactive Ingredients

Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
D&C RED NO. 28 (UNIl: 767IPOY5NH)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNIl: 2G86QN327L)
POVIDONE K30 (UNIl: U725QWY32X)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UI)
STARCH, CORN (UNII: 08232NY3S))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color GRAY (Light Blue Gray) , WHITE Score no score
Shape CAPSULE Size 18mm
Flavor Imprint Code N;1010
Contains
Packaging
# Item Code Package Description ISR SR ISR L
Date Date
NDC:70771- .
1 1712-2 1in 1 CARTON 02/24/2017
1 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 ANDA208578 02/24/2017

Labeler - zydus Lifesciences Limited (918596198)

Establishment



Name Address ID/FEI Business Operations

Zydus Lifesciences 918596198 ANALYSIS(70771-1710, 70771-1711, 70771-1712) , MANUFACTURE(70771-
Limited 1710, 70771-1711, 70771-1712)

Revised: 10/2022 Zydus Lifesciences Limited
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