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OBSERVATION 1 

he ISO 5 classified aseptic processing area was located within a non-classified room 
(segregated production area). 

Specifically, your fnm's ISO-5 classified (b) ( 4) located 
· the Hazardous Area (Room (6) (,4)) and the ISO-5 classified ..,_.,_,.,__.,_ (b) ( 4} ____ .,. 
located in the Non-Hazardous Area (Room ( ), are in unclassified rooms. These(b) (4) contain a 
(o) (,4) antechamber. The (6) (,4) chamber is under (o) (-4) pressure. According to your 

fum' s Inpatient Phannacy Manager, the antechambers do not supply a continuous flow of HEPA filtered 
au. 

On 3 Februaiy 2020, we observed your pharmacist open the (D} (4}IS0-5 classified antechainber exposing 

he inside of the antechamber to the unclassified air in the sunounding room, during the transfer of 
aterials from the "segregated compounding area" (SCA) into the antechainber. In addition, prior to the 
ovement of these materials, the antechamber's interior smfaces were not disinfected. 

our fnm perfmms aseptic operations within the t>) (4 and b) 4 to produce sterile hazaTdous and non

azai·dous drug products. The (6) (4 and <4 have been operational in their cmTent locations (rooms 

~-----21-] - and 6 respectively) since May 2017. 
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OBSERVATION 2 

Equipment in close enough proximity to the ISO 5 area that could compromise the air in the ISO 
5 area. 

Specifically, on 3 February 2020, we observed a p01table air conditioner in your fmn's non-hazar·dous 
~'segregated compounding area" (SCA) (Rm[(o) (4 ~) which contains a condenser water tank. According 

~o your Chief of Pha1macy, the p01table air conditioner is located approximately 97 inches from your 
fum's I>) (<I (ISO-5 Classified), where aseptic operations are performed for non-hazar·dous sterile drng 

products. According to your fmn's Inpatient Pharmacy Manager, the antechambers do not supply a 
continuous flow of HEP A filtered air. 

lA..ccording to your fum's Chief of Pharmacy, the p011able air conditioner has been in your finn's non

llazar·dous SCA from June 2017-: 4 Febrnary 2020. Per your finn's~}__(4}1 prescription log, your fum 
llas approximately produced {6} {4J sterile drng products in the I>) (4 fi~(b) ( 4) I 
(6J 
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OBSERVATION 3 

rihe facility design of your segregated production area does not have a suitable construction to 
bcilitate cleaning, maintenance, and proper operations. 

Specific.ally 

A. Your fnm's Hazardous Area (Room[(~), containing the ISO-5 Classified[b) ( 4) I 
[(6) (~) where aseptic operations are perfmmed, was observed to 
have: 

a. A wooden door that separates Roomr(o) (4) from a conidor that is readily accessible to 
the public. This corridor is located near an exterior entI"ance door. This room is under 
[(b) ( 4] pressure. 

b. A refrigerator with a fan unit which intakes and exhausts air thrnugh two vents located 
above the refrigerator door. The refrigerator is located approximately 30 inches from the 
~15) (4 ~ 

B. Your fnm's Non-Hazardous Area (Rooml(D) (4~), containing the ISO-5 Classified[(6) (~) I 
[(b) (4) I where aseptic operations are perfo1med, was observed to have: 

a. A wooden door that separates Room0Cl5) ( 4 ~from a common hallway accessible to the 
public. 

b. Flo01-ing that is not smooth and even (e.g. crevices and gaps were observed). 

lA.ccording to your firm's most recent ce1iification repmi, dated September 2019, these "segregated 
~ompounding areas" (SC.As) contain[(6) (.tl~ Laminar Flo 6) (4) I 
OC SO-5 Classified) in unclassified areas. These areas were converied to SCAs in May 2017 and are used 
~o aseptically produce sterile drug products. 
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