BORTEZOMIB - bortezomib injection, powder, lyophilized, for solution
Zydus Lifesciences Limited

BORTEZOMIB for injection, for subcutaneous or intravenous use

SPL UNCLASSIFIED

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1708-1

Bortezomib for Injection

3.5 mg/vial

For Intravenous or Subcutaneous Use

One Single-dose Vial

Rx only
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NDC 70771-1708-1

Bortezomib for Injection - Carton label
3.5 mg/vial

For Intravenous or Subcutaneous Use

Reconstitution Information



SUBCUTANEOUS INJECTION ONLY
0.9% NacCl

Add

1.4 mL

0.9% Sodium Chloride

To make

2.5 mg/mL

final concentration
INTRAVENOUS INJECTION ONLY
0.9% NacCl

Add

3.5mL

0.9% Sodium Chloride

To make

1 mg/mL

final concentration

One Single-dose Vial

Rx only
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NoC 70771 T8

Bortezomib
for Injection

3.5 mg/vial
Subcutaneous Use

Reconstitution Information

euﬂ 14 mL

@ Tomake 251“0"'"—

INTRAVENOUS
INJECTION ONLY

CONTENTS: Each vial contains
Ivophilized 3.5 mg bortezomib and
35 mg mannitol.

RECONSTITUTION: See back of this
carion or Package Insert, Section 2.

USUAL DOSAGE: Ses accompanying
Package Insert for doesage information.

STORAGE: Store at 25° C (77° F);
excursions pemitted from 15° to 30°C
(59" to 86° F) [See USP Controlled
Reom Temperatwe].

Protect from light (322 Package
Insert).

Discard Unused Portion.

This container closure is nof made with
natural rubber atex.

MOC TrT-1706-1

Bortezomib
for Injection

3.5 mg/vial
Subcutaneous Use
Reconstitution Information
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Code No: GUJ-DRUGS/GR28M267

Manufactured by:

Zydus Hospira Oncology Pvt. Lid.
Ahmedabad, India
s One Single-dose Yial i One Single-dese Vial
] i R only o arduz R only Rev: 05122
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Reconstitution Information - Inside Flap (All cartons)
SUBCUTANEOUS INJECTION ONLY
0.9% NaCl

Add

1.4 mL

0.9% Sodium Chloride

To make

2.5 mg/mL

final concentration

INTRAVENOUS INJECTION ONLY
0.9% NaCl



Add

3.5mL

0.9% Sodium Chloride
To make

1 mg/mL

final concentration
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BORTEZOMIB

bortezomib injection, powder, lyophilized, for solution



Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1708

Route of Administration INTRAVENOUS, SUBCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BORTEZOMIB (UNIl: 69G8BD63PP) (BORTEZOMIB - UNI:69G8BD63PP) BORTEZOMIB 1mg in1mL

Inactive Ingredients
Ingredient Name Strength
MANNITOL (UNII: 30WL53L36A)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- ,
1 17061 1in 1 CARTON 05/02/2022
1 3.5 mLin 1 VIAL, SINGLE-DOSE; Type 0: Not a

Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA210204 05/02/2022

Labeler - zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Zydus Hospira Oncology 676190889 ANALYSIS(70771-1708) , LABEL(70771-1708) ,
Private Limited MANUFACTURE(70771-1708) , PACK(70771-1708)

Revised: 5/2022 Zydus Lifesciences Limited



	BORTEZOMIB for injection, for subcutaneous or intravenous use
	SPL UNCLASSIFIED
	PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

