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THIS DOCUMENT LISTS OBSERVATIONS MADE SY THE FDA REPRESENTATNE(S) OURING THE INSPECTION Of YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND 00 NOT REPRESENT A FiNAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
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OURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: 

OBSERVATION I (l>)(•J 

Your firm's aseptic technique in the' drug product filling OQerations is deficient. 
(b)(4} 

..gurin_glRABS~H•i lsetup activities for both th{: Filling Line and the 
Filling Line, the following was observed: 

A. Production operators conducted Grade A RABS setup operations partially over unprotected sterile surfaces of 
components for the stopper ot 

11 
Jsystems. • 

B. Production operators handled unorotecJed sterile components (such as the stoppert '
1 

hransfer/placement 
(b)(4) 

device components} using sanitized. instead ofhandling protective wrapped components that may introduce 
contaminants onto sterile surfaces in first air zones of the drug product filling area. Operators were also observed 
sanitizing the entire length of the sterile forceps and other critical sterile surfaces. 

!tin•, II • • • !tiH•JC. I production operators were observed handhng common items (such as the _J 
dispenser) interchangeably during Grade A RABS(b)l4) jsetup interventions. 

D. Production operators responsible for sanitizing the filling line's RABS!tiH• lthem after RABS 
J)(•J bperations did not always use an unsoiled surface of thl)(') ,wipe. The activity ofusing a soiled 
surface of thl)l4) :wipe was also observed for other items during setup activities. 

(1>)(4 

E. Production ooerators did not alwavs adhere to 
(1>)(4) 

!during setup and filling activities as 
described in General Aseptic Practices and Techniques for Parenteral Filling and Manufacturing Operations, 
Document 001-005056/PRD-95744, version: 27.0, effective date: 10 Oct 2022. 
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Aseptic processing areas for both thet>><•i ]Filling Line and th/><' lFilling 
Line are deficient regarding the process for personnel monitoring following critical RABS~><•i._______.!activities . 

Specifically, following critical activities involvini:; RABt'' 
1 

)ititerveotions and prior tolb><•i monitoring, 
production operators would. either sanitize thei (b)( 

1 
directly wit~ ____..,,and/or indirectly sanitizer)(•) 

-)(•) . (b)(A) ·-, . ·1 . jl>)(4) h. f I (b)(A)
wit _ __,_,,___...,..._...jw1pes wh1 e sanrtizjng the T 1s act o exposing their..____ 

a lways occurred prior to the monitoring of theit'r '7 ror critical RABS(b){A) 
interventions. 

OBSERV A TlON 3 
Your firm's efficacy study's (Summary ofAgent Efficacy Studies to Support (ndy Parenteral 
Manufacturing Site-2018, Document SAV 000 099/PRT-190127, version: 2.0, effective date: 08 Apr 2022) 
method for disinfecting usintH•i ] does not adequately SUl)J>C>rl the use and sanitization procedure observed 
during the setuo and production activities o ><•> drug product filling operations for both 
the~><•i Filling Line and thl><•i Filling Line. 
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