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TYPE OF ESTABLISHMENT INSPECTED 

APl Manufacturer 

THIS DOCUMENT LISTS OBSERVATI01'S MADE BY nm FDA REPRESENTATIVE(S) DURING nm INSPOCTION OF YOUR FACJUTY. THEY ARE l:NSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DllTERMINA.TION REGARDJNG YOUR COMPt.IJ\NCE. IF YOU HAVE AN OBIECTION REGAltDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS TitE 
OBJECTION OR ACTION WJm THE FDA REPRESENTAllVE(S) !XJ'RING nm INSPEcnON OR SUBMIT 1lflS INFORMATION TO l'DA AT THE ADDRESS ABOVE. w YOU 
HAVE ANY QUFSTIONS, PLEASE CONT ACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

DURING AN INSPECTION O.F YOUR FIRM (J) (WE) OBSERVED: 

Written procedures are not established to assure that equipment is clean prior to use, where full verification of cleaning is not 
nducted between production batches. Specifically, the cleaning validation CV/NOI.AXJl-02, dated 4/02/14 foi_tb_H_4l __ 
I is not adequate in that: 

) the cleaning procedW'Cs currently in use, Equipment Cleaning Record (ECR) for the (b) (4) effective 
/04/14, were not evaluated in the cleaning validation for the{b) <4l 'Equipment ID(b) <4> }01). AdditionalJy, this ECR 
as no document control number. 

) the cleaning validation report CV I NOL-001-02, dated 4/02/14, does not include an evaluation for the cleaning of the 
(b) (4) (Equipment 1d<bl <4l 013). 

) the cleaning validation report CV/A/OL-001-02, dated 4/02/14, does not include aJI supporting documentation, such as the 
uipment Cleaning and Use Log and the logbook was reportedly not maintained, therefore the details pertaining to the 

ctual cleaning of the equipment could not be verified.. 

BSERVATION 2 

vestigations into critical deviations are not always thorough including appropriate follow up, and/or fully documented. 
Specifically, investigations pertaining to out--0f-specification (OOS) residual solvents and/or water content results in 
(b) (4) API. which were performed for several batches oi(b) <4l Af>I manufactured from 5/07/17 to 10/08/18 were 

ot thorough. For example, 

) Investigation into OOS-UOS-000734, OOS-UOS-000735, OOT-U08-000151, OOT-UOS-000154, initiated on 12/06/17, 
rting OOS for Residual Solvents (b) (:of)---, concluded that a malfunction pertaining to thelb) (4) circulation in(b) <4l ----owever; there is no scientific data to support this conclusion and all potential root causes were not investigated and/or 

iscussed. Additional1y, the inv,estigation did not include a review of the equipment qualification for(b) (4) 

(b) (4) 002), which was perfonned by the previous site owner in 2003, for which there has been no review ti.-y-.th.-e-.finn's 
uali Unit for its acce bili . Additionall , the finn does not maintain electronic batch rocessin data fore ui ment 
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) Investigation into OOS-UOS-000860 & OOS-U08-00086linitiated 9/14118 reporting OOS for Residual Solvents b) (4 ) 

ncluded that a malfun~"tion pertaining to leakage in the (b) (4 ) line; however all potential root causes 
ere not investigated and/or discussed. 

) Deviation Record Number DE~UOS-000455 initiated 12/19/17 reporting an OOS for water content fofCbl <4l 
eprocessed Batch (b) (4) (reprocessed batch of(b) (:if) API, input batch b) (4) , concluded'-th.-a-t --
ondensation in the packing material during storage of the input batch caused the failure; however all potential root causes 
ere not investigated and/or discussed. 

e responsibilities and procedures applicable to the Quality Unit are not established or fully followed. 
Specifically, procedures are not established to detennine when a reprocessed batch will be put on stability to ensure the batch 

eets its ~lity attributes throughout the retest or expiry period, when no changes will be made to the process. For example, 
(b) <4l t\PI-Reprocessed, including(b) <4l Batch (b) (4) (12/15/J 7), which was distributed as<b) <4l 

atch (b) (4 ) was not put on stability, and there is no documented rationale for its exclusion. -----

atch production and control records do not always include complete infonnation and data relating to the ~eduction and 
ntrol of each batch. For example, electronic batch processing data for equipment such as b) (4 ) 002, used in the 
anufacture of(b) <4l I, including<t>ll4l I Batch b) (4) is not maintained. 
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