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This document lists observations made by the FDA represenlative(s) during the inspection of your facmty. They are inspectionalobservations, and do 
not represent afinal Agency determination regarding your comp5ance. If you have an objection regarding an observation, or have implemented, or 
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inspection or submit this information to FDA at the address above. If you have any questions, please contact FDA at the phone number and address 
above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Procedures designed to prevent microbiological contamination of drug products purporting to 
be sterile are not established and followed. Specifically, 

a) the setup of the sterilized stopper bowl and parts in the <6HtJ. s not performed aseptically. 
With open <6TT4 ~each piece of the {"JC".stopper bowl assembly is exposed to 
Iso8 air, prior to its installation in the (bH4l0nce the stopper bowl is setup, the equipment 
is cleaned, the iJC

4~are closed, and the (bT<-Ois decontaminated with <6TT4 

{6)(4 

b) the process of making an aseptic connection between th (b)14land the <6TT
4
' · s 

..c d • ·1 (b)llll I I dd" • d • h. • hpenorme usmg non-sten e ____g oves. n a 1hon, urmg t 1s operation t e 
gloves were blocking first air on exposed sterile (b)(il ------

c) during setup installation of the sterilized (b)(
4 

I observed the operator touch the 
sterile un rotected tubing end wi (b)(

4
~gloves both during removal of the (b>1

4 

(b)(lllb d d . . . 11 .from the___ ag an unng its msta ahon. 
d) vials that are to be rejected due to an intervention are not immediately discarded/undergo Une 

clearance. Rather, the to be rejected vials are transferred to the (bT<lll nd (bJ 
with the acceptable vials. No formal risk assessment of this practice regarding tlie potenha 

for cross-contamination between acceptable and rejected vials was provided at the start of the 
inspection. 

e) during manufacturing of batch (bT<lll I observed a stopper bowl intervention where the 
• ·1 • h h" <6>14~ loperator blocked fiirst air on sten e stoppers wit 1s ---,--g oves. 

f) the sterility of sterilized equipment used during setup and manufacturing is not maintained 
due to handling with (b)14lgloves. 
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OBSERVATON 2 

{6JT.q
Aseptic process simulations do not fully represent drug product manufacturing in th I....______. 

Specifically, 

The firm does not use I (bTC~used in production for any products filled in th~l (b)C-O 
Rather, aul (bTt-0 septic simulations are conducted with like-for-like! (bT<1dedicated 
solely to media fills. 
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