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

Other package 
type terms 
include pharmacy 
bulk package and 
imaging bulk 
package. 

N/A  
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1.2.2 Section 11 (DESCRIPTION) 
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If alcohol is 
present, must 
provide the 
amount of 
alcohol in terms 
of percent 
volume of 
absolute alcohol 

N/A N/A 

Statement of 
being sterile (if 
applicable) 

N/A N/A 

Pharmacological/ 
therapeutic 
class  

an analgesic and opioid agonist and 
inhibitor  

 

No acceptable; 
should be changed 
according to DAAP 
recommendation.  
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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.) 

Dispense in a tight 
container. 

Acceptable 

If the product contains a 
desiccant, ensure the size 
and shape differ from the 
dosage form and desiccant 
has a warning such as “Do 
not eat.” 

N/A Acceptable. 

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

Store at 20°C - 25°C 
(68°F - 77°F); 
excursions permitted to 
15°C - 30°C (59°F - 
86°F). [see USP 
Controlled Room 
Temperature]. 

Acceptable. 

Include information about 
child-resistant packaging  

Does not claim “child-
resistant closure”  

Acceptable 

 

 

 

 

 

1.2.4 Other Sections of Labeling 
There may be other sections of labeling that contain product-quality related 

information.  For example, there are specific required/recommended warnings 

for certain inactive ingredients [e.g., aspartame, aluminum in large and small 

volume parenterals, sulfites, FD&C Yellow Number 5 (tartrazine), and benzyl 

alcohol].  Please notify the prescription drug division if the product contains any 

of these inactive ingredients. 

Please include your comments about other sections of labeling if they contain 

product quality information. 
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Secondary Assessor Name and Date (and Secondary Summary, as needed): 

Julia Pinto 
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For injectable 
drug products for 
parental 
administration, 
use appropriate 
labeling term 
(e.g., single-
dose, multiple-
dose, single-
patient-use). 

Other package 
type terms 
include pharmacy 
bulk package and 
imaging bulk 
package. 

N/A  
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1.2.2 Section 11 (DESCRIPTION) 
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If alcohol is 
present, must 
provide the 
amount of 
alcohol in terms 
of percent 
volume of 
absolute alcohol 

N/A N/A 

Statement of 
being sterile (if 
applicable) 

N/A N/A 

Pharmacological/ 
therapeutic 
class  

an analgesic and opioid agonist and 
inhibitor  

 

No acceptable; 
should be changed 
according to DAAP 
recommendation.  
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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.) 

Dispense in a tight 
container. 

Acceptable 

If the product contains a 
desiccant, ensure the size 
and shape differ from the 
dosage form and desiccant 
has a warning such as “Do 
not eat.” 

N/A Acceptable. 

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

Store at 20°C - 25°C 
(68°F - 77°F); 
excursions permitted to 
15°C - 30°C (59°F - 
86°F). [see USP 
Controlled Room 
Temperature]. 

Acceptable. 

Include information about 
child-resistant packaging  

Does not claim “child-
resistant closure”  

Acceptable 

 

 

 

 

 

1.2.4 Other Sections of Labeling 
There may be other sections of labeling that contain product-quality related 

information.  For example, there are specific required/recommended warnings 

for certain inactive ingredients [e.g., aspartame, aluminum in large and small 

volume parenterals, sulfites, FD&C Yellow Number 5 (tartrazine), and benzyl 

alcohol].  Please notify the prescription drug division if the product contains any 

of these inactive ingredients. 

Please include your comments about other sections of labeling if they contain 

product quality information. 
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