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THIS DOCUMENT LISTS OBSERVATIONS MAOE BY THE FDA REPRESENTATIVE(S) DURING 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 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLC'MENT CORRECTIVE ACTION IN RESPONSE TO AN 08SERVA1lON, YOU MAY DISCUSS THE 
OBJECTION OR ACilON ll'vlTH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER ANO ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I) (\NE) OBSERVED: 

OBSERVATION 1 

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

Specifically, on 0910612019, during the filling eg_ui~ment setup operations forl6}l.i11 
Ct>H4> Inj~Gtion, ~3ng/mL f6>14>}..ot # >(.ii) a L~ad Manufactunn'"".-g-A-s-si-s-tan_t_w_a_s_o_b_se-rv-~-d-grasping 

the outside of his sterile boot covers to unfold the vinyl boot soles during the gowning process. The finn's 
procedures specifically require ~mployees to only place their sterile, gloved hands inside t11.e sterile boot covers, 
and to only grasp the vinyl boot sole from inside the sterile boot cover in order to unfold the boot cover sole. 
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