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QUALITY SYSTEM 

Observation 1 
failure to he\te .ui quality l,'.Ulml lna.Lii. h1.depender1.t ofproduerion mJd fulfills quality a~'luranc:e (QA) and qUJ1lity 
control (QC) duties. 

Spoct6wlly~ 
Yoru wrltrelil procedure Roles and RiespollliSibi'.l!hies ofOpemtions relaf.ed to O:MP, 40-60.018-00-00~Vl 7. ;pa.,g.e 10 
stales the QA manage!' is rosponsibfei review ofthe vatidatio.DJ protocol and Je]Xlrts. .Page 11 ofthe pri::i,cednre states 
Vitmfatlon 1'i.•f1,111eger iR rcspc,rrsible fur apprm~ng the wHdatipn s;,Totocol. validation report Pnd refoa!fill-g equipment 
for 111rodu.ction. Vl:lli datlulil M~ ter P11ru1 for lhe pe',odociion of(b) < 

4) ___ d related vulldalioD .t<..-tivitles 
were .approved by lhe Validation ~111ger. 
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2890 Kilngntn, Ki~.M~-Gl.In 
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API ManufactureI 

Faitrure to exe1.1dse s.ufildetit controls ove1 computerized systems to pr-event unauthorized printing ofdrug 
substance labels, 

Spt:cifi.eal!ly► 
a. iConiputer 'fag. No. l0020792 used fo1 printing b) <4) and (b) <4) ni~hed p roducL and 
shipping l:abel<1 ~ .not requir,c unique UscpJamc and passwnrd to acocss for printi:J18 lehcls. 

)"at'~{S '\l\ft.tU.. 

• !La ' m ke control log did;cteapnrre access to die room during label printing operations for drug substance 
(bl(4l t<bH4l onS/1612022, 

Observation 3 
Failurc·lo propcE1y maintain buildings and facilitic.s used in lbc manufacture and storage of mtcnncdiates Wk!. APJ. 

Specificany, 
Raw I1,fatcrial "va1-ehouse No. 1 used to .sto1e raw materials and intermediates for the use in roduction ofI6

( ) < 
4l _ _.... 5 water leak damaac ,imd mold gmw1h on ceiling tile overl6Jl 4l lol ntunbec 

(b)(4) ------
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