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DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Personnel placed equipment/supplies in an area that blocked the movement of first pass air around an 
open unit, either before or after it was filled with sterile product. 

Specifically, 

On 02/12/2018, during the observation ofproduction of Sennn Tears in the ISO 5 Laminar Air Flow 
Hood, we observed an employee remove the caps from sterile droptainers and place the caps and 
containers in a pile, blocking the first pass ISO 5 air flow. 

OBSERVATION 2 
Disinfecting agents and cleaning wipes used in the ISO 5 classified aseptic processing areas were not 
sterile. 

Specifically, 

A. On 02/13/2018, we observed an employee use non-sterile L (6) -(4) to clean the 
ISO 5 Laminar Air Flow Hood. The employee was observed spraying a steri e wipe with non-
sterile [ (b) (4) I and then cleaning the work surface and sides inside of the ISO 5 
Laminar Air Flow Hood. 
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B. Additionally, the employee noted above was observed spraying the outside of the ISO 5 
Laminar Air Flow Hood and a chair in front of the opening of the ISO 5 Laminar Air Flow 
Hood, causing non-sterile I ·ct>> <'4J I to enter the ISO 5 Laminar Air Flow Hood. 

OBSERVATION 3 
Personnel donned gowning apparel improperly, in a way that may have caused the gowning apparel to 
become contaminated. 

Specifically, 

On 02/12/2018, we observed an employee don non-sterile gloves; then put on sterile sleeves, touching 
them with the non-sterile gloves; then remove the non-sterile gloves, exposing bare hands; don sterile 
gloves; and then begin producing sterile drng products. 

OBSERVATION 4 
Non-sterilized and Non-depyrogenated equipment was used in sterile drng production. 

Specifically, 

A) While filling syringes of sterile Testosterone Cypionate 200 mg for injection, an employee was 
observed making a makeshift heat shield to hold vials in the ISO 5 hood. The employee made 
the shield out of a sterile wipe that they rolled up on a non-sterile table in the ISO 7 anteroom 
and stapled it closed with non-sterile staples before putting it in the ISO 5 hood without any 
decontamination step. 

B) On 02/13/2018, we observed an employee spray the pH electrode with [(t5) ('4)]water and then 
measure the pH of epinephrine solution in the ISO 7 cleamoom before using it in production of 
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syringes of sterile Epinephrine/Lidocaine Intraocular Solution 0.01 mg:20 mg/ml. The )) 
water is poured into a non-sterile spray bottle in the ISO 7 anteroom before it is used to spray the 
pH electrode. 

[(b) ( 4 

OBSERVATION 5 
Your facility design allowed the influx of poor quality air into a higher classified area. 

Specifically, 

A. There are no air returns in the ISO 7 cleanroom or ISO 7 anteroom. Strong palpable air flow can 
be felt at the top, bottom, and sides of the doors exiting the cleanroom to the anteroom and the 
anteroom to the unclassified area. 

B. There is no evidence that the ISO 7 anteroom was qualified while the wall mounted air 
conditioner was in operation to demonstrate that the air conditioner does not affect the air quality 
in the ISO 7 anteroom. 

OBSERVATION 6 
You produced highly potent diugs without providing adequate containment, cleaning of work surfaces 
and cleaning of personnel to prevent cross-contamination. 

Specifically, 

A. Sterile hazardous diugs such as tacrolimus, testosterone, and progesterone are produced in the 
same ISO 5 Laminar Air Flow Hood as all other sterile diug products with only a l (o) (4) I 
[{o) {4~ decontamination step in between hazardous and non-hazardous di11g production. 
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B. Non-sterile hazardous dmgs such as testosterone, estradiol, progesterone, and azathioprine are 
produced in the same safety hoods as all other non-sterile drng products with only a soapy water 
wash and l (D) -(4) ·----, decontamination step in between hazardous and non-hazardous 
diug product10n. 

Jazmine N Still x Investigator 
~ned Sy: 2001954135 
Date Signed: 02-16·2018 17:44:46 
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