VORICONAZOLE - voriconazole injection, powder, lyophilized, for solution
Zydus Lifesciences Limited

VORICONAZOLE FOR INJECTION

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL - Container Label
NDC 70771-1413-1

Voriconazole

for Injection

200 mg per vial

Sterile Single-Dose Vial

For Intravenous Infusion Only

Rx Only
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PACKAGE LABEL.PRINCIPAL DISPLAY PANEL - Carton Label
NDC 70771-1413-1

Voriconazole

for Injection

200 mg per vial

Sterile Single-Dose Vial

For Intravenous Infusion Only

1 Vial

Rx Only
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Voriconazole
for Injection

200 mg* per Vial

Sterile Single-Dose Vial

For Intravenous Infusion Only

No Preservatives

Store at 207 to 257G (68 to T7°F) [See
USP Controlled Room Temperaturs].

DOSAGE AND USE:

Reconstibute with 19 mL of Water for
Injection fo gve a dear solution
containing 10 mg/mlL Voriconazole
and an exiractable volume of 20 mL
Must be further diluted before use.
For admmistration, the required
vilume of the reconstituted solution is
added o 3 recommended compatible
infusion solution o provide a fimal
Vorcomazole solufion containing 0.5
o 5 mg/mL. For appropriate diluents
and shorage recommendations, refer
{0 presciking information.

Discard urused portion.

FOR INTRAVEMOUS ADMINISTRATION

NDG TO7T1-14134

Voriconazole
for Injection

200 mg* per Vial

Sterile Single-Dozse Vial

For Intravenous Infusion Only

Few- 0711 !

This container cosure is not made
with natural rubber labex.

Code Ne.: GUNDRUGH021

Manufactured by:
Caila Heafthcare Limited
Ahmedatad, India

JIMTO7VI0T 4

1 Vial * With reconsiitation each mL cortains 1 Vial
T 10 myg Voriconazole, ISP and 160 mg S
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VORICONAZOLE

voriconazole injection, powder, lyophilized, for solution

Product Information

Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG

INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name

VORICONAZOLE (UNII: JFUO9I87TR) (VORICONAZOLE - UNII:JFUOSI87TR)

Basis of Strength
VORICONAZ OLE

Item Code (Source)

NDC:70771-1413

Strength
10 mg in1mL




Inactive Ingredients
Ingredient Name
SULFOBUTYLETHER .BETA.-CYCLODEXTRIN (UNII: 2PP9364507)

Packaging

# Rkem Code Package Description

NDC:70771- .
1 1413-1 1in 1 CARTON

20 mL in 1 VIAL, SINGLE-DOSE; Type 0: Not a
Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
ANDA ANDA208983

Labeler - zydus Lifesciences Limited (918596198)

Strength

Marketing Start Marketing End
Date Date

01/03/2019

Marketing Start Marketing End
Date Date

01/03/2019

Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 918596198 ANALYSIS(70771-1413) , MANUFACTURE(70771-1413)

Revised: 11/2022

Zydus Lifesciences Limited



	VORICONAZOLE FOR INJECTION
	PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

