ENOXAPARIN SODIUM - enoxaparin sodium injection, solution
Italfarmaco SpA

ENOXAPARIN SODIUM injection, for subcutaneous and intravenous use

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 11797-757-06

Enoxaparin Sodium Injection USP

30 mg/0.3 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOUS INJECTION

Ten 0.3 mL Syringes
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Encxaparin Sodium Injection USP
R only

Each syinge conains 30 mg
enomapann sodium, LUSP derived
#om porsine intesEnal mucosa in
"Water sor Injaction.

For suscutaneous injecion. See
package insert for dosage information
and directions for use.

WARMING: Keep out of reach of
chikdren.

Siore at 20" o 25°C (68° b0 TT°F)
[S== USP Coniroled Room
Temperatre].
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Enoxaparin Sodium
Injection USP

30 mg/0.3 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOUS INJECTION

Ten 0.3 ml Synnges
Rx only

NDC 11797-T37-06

Enoxaparin Sodium
Injection USP

SMIBLE-DOGE TYRINGED WITHALTOUETIC
SAFETY IEW

FOR SUBCUTANECUE BHECTION

Enoxaparin Sodium
Injection USP

30 mg/0.3 mL

Directions for Use of Enoxaparin Sodium Injection USP
Single-Dose Syrings with Astomati Safcty Deviee:
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NDC 11797-758-06

Enoxaparin Sodium Injection USP

40 mg/0.4 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOQOUS INJECTION
Ten 0.4 mL Syringes
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Encxaparin Sodium Injection USP NODC 11797-T38-06 Enoxaparin Sedium

:::wey“m el o8 n 4 & s Injection USP
=reer | Enoxaparin Sodium | Egesinsodum | gm

Water for Injaction. . "

Dosage and Agminiatration: I j U S P 40 mg}D.-t mL Directions for Use of Encaparin Sodium Injection LUSP
m::c d.ﬂm?mmmsgs‘“;;‘iﬁgzmll usf‘ n e Ctl o n BNGLE-DOSE !\?mﬁiﬁ'ﬁéﬂ-#t’lﬂm: A

1. Rarswe fe rsde shisid by "
BAFETY D r ry 4. Orweieg e veedie awey
WARMNG: Keep out of resch of FOR SUBCUTAKECLE MUECTION B 7 B o e i 4] s, e e
oy

T 3- - nafty wyviee by ey puans
T g e ot o s by e

e phurges wxd The
| S
s 40 mg/0.4 mL | BRSRES |
[See USP Conirolled  Room L

Temperatre].
M Lhje ey seded T 5 ey Sase o Be
l £ byl i i 1 oo b e
Wi pre_!
o 7l N
SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEQUS INJECTION __/\ 77| et
e Py g o th plavger e
g:wou&p:’.: _’cﬁl )
20428, Milana, Haly
ROTE
T e
Ten 0.4 mL Syringes Rt ey i o R
r o Ten04mL %y i o s L o i sy i e
§I| 1 {!.r 580 ¢|| 8 ’J; »E-y«ﬂf-s R anly g Zydus ks o I R — i i i .

NDC 11797-759-06

Enoxaparin Sodium Injection USP

60 mg/0.6 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOUS INJECTION

Ten 0.6 mL Syringes
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NDC 11797-760-06

Enoxaparin Sodium Injection USP

80 mg/0.8 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOUS INJECTION

Ten 0.8 mL Syringes



[Encoapanin Sodium Injection ISP
Fix only

Each syiinge contains 80 mg
encEapann sodium, USP derived
#om porsine intesinal muoosa in
Water sor Injection.
Doaage and Administrafion:

For suocutaneous injeciion. See
package insert for dosage information
and difections for use. Each 0.025 mL
graduation eguas 2.5 mg snaparn
Zodium injecton USP.

WARNING: Xeep out of reach of
children.

‘Store at 207 o 25°C (68" 1o 77°F)
[522 USP Coniroiled  Room
Temperanre].

Manutastured by:
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NDC 11797-760-06

Enoxaparin Sodium
Injection USP

80 mg/0.8 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOUS INJECTION

Ten 0.8 mL Synnges
’J_E—..HH Rx only
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Enoxaparin Sodium
Injection USP

SMELE-DOGE TYRNGED WITHALTOMETIC
SAFITY DEWCE

FOR SUBCUTANEOUS MLECTION

Ten 02 L Syinges

ﬁm Rz only.
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Enoxaparin Sodium
Injection USP

80 mg/0.8 mL

Single-Doss Syrings wih Astamatic Safety Devie:
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NDC 11797-761-06
Enoxaparin Sodium Injection USP

100 mg/1 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOUS INJECTION
Ten 1 mL Syringes




[Encxaparin Scdium Injection USP
Fx only

Each syinge contains 100 mg
EnoEapann sodium, USP derived
#om pordne infestnal mucsa in
"Water for Injection.
Dosags and Administration:

For sudculaneous ijeciion. See
package insart sor dosage inormtion
‘and difections for use. Each 0.025miL
raduation equals 2.5 mg enoxapann
‘sodium injeciion USP.

WARMING: Keep out of reach of
chilren.

Siore at 20° o 25°C (68" b T7°F)
[Se= USP Conaled  Room
Temperatre].

Manutastured by:
Enfianaco Sp i
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NDC 11797-761-06

Enoxaparin Sodium
Injection USP

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOQUS INJECTION

8 Ten 1 mL Syringes
> 3
:f; ﬁﬂus R only

NDC 11797-T61-06

Enoxaparin Sodium
Injection USP

SMELE-DOGE TYRNGE WITHALTOWSTIC

FOR SUBCUTANEOUS INECTION

Ten 1 L Syinges
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Enoxaparin Sedium
Injection USP

100 mg/mL

Directions for Uss of Enaxaparin Sodum Injection USP
SingleTloce Syrings with Atomatic Safety Device:
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NDC 11797-762-06
Enoxaparin Sodium Injection USP

120 mg/0.8 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOUS INJECTION
Ten 0.8 mL Syringes



Encxaparin Sodium Injection USP
Fox onity

Each syringe oconiains 120 mg
encxapann  sodium, USP  derived
#om portine miesinal mucosa in
Water for Injection.

package insert for dosage information
and difrections for use. Each 0.02 miL
graduation 3 mg encuaparin
Sodium 1y USR.

WARMING: Keep out of reach of
chilgren.

Store at 207 0 25°C (68" 1o 77°F)
[F== USP Conirgled  Room

Manutastured by:
FeHamaco Sp A
20826, Wieno, Baly

NDC 11797-762-06

Enoxaparin Sodium
Injection USP

120 mg/0.8 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEQUS INJECTION

Ten 0.8 mL Syringes

q‘azydus Rx only
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NOC 11797-T62-06

Enoxaparin Sodium
Injection USP

120 mg/0.8 mL
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Enoxaparin Sodium
Injection USP

Directions: for Use of Enoxaparin Sodum Injection USP
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NDC 11797-763-06

Enoxaparin Sodium Injection USP

150 mg/1 mL

SINGLE-DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEOUS INJECTION
Ten 1 mL Syringes
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Enoxaparin Sodium Injection USP NDC 11757-T63-06 Enoxaparin Sedium
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Injection USP

‘sodium injecion USP.
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ENOXAPARIN SODIUM

enoxaparin sodium injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG
Route of Administration INTRAVENOUS, SUBCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

ENOXAPARIN SODIUM (UNII: 8NZ41MIK10) (ENOXAPARIN -
UNII:E47CONF7LV)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)

Packaging
Item
# Code

NDC:11797-
757-06

Package Description
1 10 in 1 CARTON

1 757-02 Device/System (syringe, patch, etc.)

Item Code (Source) NDC:11797-757

Basis of Strength Strength
ENOXAPARIN SODIUM 30 mg in 0.3 mL

Strength
Marketing Marketing
Start Date End Date

04/01/2021

NDC:11797- 0.3 mL in 1 SYRINGE; Type 2: Prefilled Drug Delivery



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA076726 04/01/2021

ENOXAPARIN SODIUM

enoxaparin sodium injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:11797-758

Route of Administration INTRAVENOUS, SUBCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

ENOXAPARIN SODIUM (UNII: 8NZ41MIK10) (ENOXAPARIN - ;
UNI:E47CONF7LV) ENOXAPARIN SODIUM 40 mg in 0.4 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QF0KOOR)
Packaging
Item T Marketing Marketing
# Code FEEEEE LEEE DT Start Date End Date
NDC:11797- .
1 758-06 10 in 1 CARTON 04/01/2021
1 NDC:11797- 0.4 mL in 1 SYRINGE; Type 2: Prefilled Drug Delivery
758-02 Device/System (syringe, patch, etc.)
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA076726 04/01/2021
ENOXAPARIN SODIUM
enoxaparin sodium injection, solution
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:11797-759

Route of Administration INTRAVENOUS, SUBCUTANEOUS



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ENOXAPARIN SODIUM (UNII: 8NZ41MIK10) (ENOXAPARIN -

UNII:E47CONF7LY) ENOXAPARIN SODIUM 60 mg in 0.6 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)

Packaging
Item T Marketing Marketing
# Code FEEEEE RSO Start Date End Date
NDC:11797- .
1 759-06 10 in 1 CARTON 04/01/2021
1 NDC:11797- 0.6 mL in 1 SYRINGE; Type 2: Prefilled Drug Delivery
759-02 Device/System (syringe, patch, etc.)
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA076726 04/01/2021
ENOXAPARIN SODIUM
enoxaparin sodium injection, solution
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:11797-760

Route of Administration INTRAVENOUS, SUBCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ENOXAPARIN SODIUM (UNIIl: 8NZ41MIK10) (ENOXAPARIN -

UNII:E47CONF7LV) ENOXAPARIN SODIUM 80 mg in 0.8 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNII: 059QFOKOO0R)



Packaging

Item e
# Package Description
Code g P
NDC:11797- :
1 760-06 10 in 1 CARTON
1 NDC:11797- 0.8 mL in 1 SYRINGE; Type 2: Prefilled Drug Delivery
760-02 Device/System (syringe, patch, etc.)

Marketing Information

Marketing
Category

ANDA

Application Number or Monograph
Citation

ANDAQ076726

ENOXAPARIN SODIUM

enoxaparin sodium injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAVENOUS, SUBCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

ENOXAPARIN SODIUM (UNIl: 8NZ41MIK10) (ENOXAPARIN - UNII:E47CONF7LV) ENOXAPARIN SODIUM

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)

Packaging
Item
Code

NDC:11797-
761-06

NDC:11797-
761-02

# Package Description

1 10 in 1 CARTON

1 mL in 1 SYRINGE; Type 2: Prefilled Drug Delivery

o Device/System (syringe, patch, etc.)

Marketing Information

Marketing
Category

ANDA

Application Number or Monograph
Citation

ANDAQ076726

Marketing Marketing
Start Date End Date
04/01/2021

Marketing Start
Date

04/01/2021

Marketing End
Date

Item Code (Source) NDC:11797-761

Basis of Strength Strength

100 mg in1 mL

Strength
Marketing Marketing
Start Date End Date

04/01/2021

Marketing Start
Date

04/01/2021

Marketing End
Date



ENOXAPARIN SODIUM

enoxaparin sodium injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAVENOUS, SUBCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

ENOXAPARIN SODIUM (UNII: 8NZ41MIK10) (ENOXAPARIN -
UNII:E47CONF7LV)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)

Packaging
Item
# Code

NDC:11797-
762-06

Package Description

1 10 in 1 CARTON

1

762-02 Device/System (syringe, patch, etc.)

Marketing Information

Marketing
Category

ANDA ANDAQ076726

Citation

ENOXAPARIN SODIUM

enoxaparin sodium injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration

Active Ingredient/Active Moiety
Ingredient Name

ENOXAPARIN SODIUM (UNIIl: 8NZ41MIK10) (ENOXAPARIN - UNII:E47CONF7LV) ENOXAPARIN SODIUM

NDC:11797- 0.8 mL in 1 SYRINGE; Type 2: Prefilled Drug Delivery

Application Number or Monograph

INTRAVENOUS, SUBCUTANEOUS

Item Code (Source) NDC:11797-762

Basis of
Strength AT
120 mg
ENOXAPARIN SODIUM  ~~% o=
Strength
Marketing Marketing
Start Date End Date
04/01/2021

Marketing Start
Date

Marketing End
Date

04/01/2021

Item Code (Source) NDC:11797-763

Basis of Strength Strength

150 mg in 1 mL



Inactive Ingredients
Ingredient Name
WATER (UNIl: 059QFOKOOR)

Packaging

Item
Code

NDC:11797- .
1 763-06 10 in 1 CARTON

NDC:11797- 1 mL in 1 SYRINGE; Type 2: Prefilled Drug Delivery
763-02 Device/System (syringe, patch, etc.)

# Package Description

1

Marketing Information

Strength
Marketing Marketing
Start Date End Date

04/01/2021

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDAO076726 04/01/2021
Labeler - italfarmaco SpA (428179329)
Establishment
Name Address ID/FEI Business Operations
Italfarmaco 428179329 MANUFACTURE(11797-757, 11797-758, 11797-759, 11797-760, 11797-761, 11797-
SpA 762, 11797-763)

Revised: 11/2022

[talfarmaco SpA
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