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Quality 

OBSERVATION 1 
!Rmployen are mot given training in the paltic:ul.ar operations they i!(rform ~ part oftheir fimction. 

Specifically,, 

Your ft'li□ing prog,ram is doticlenl. After my disctw-ions with iMs. K.awanlslti and Mr. Sato regarding 
sc\rcral t]Uillll)'-related procedures iacludiag traiaing. c:otnplaifits, Quality Unit responsibilities, 
cquipme_at qualifieaiions, OOS, ~ Controls. so fot1fl, they l)J)peared 10 be not as ittfonncd or 
properly mum::d as ta the procedural content. No resp(m$Ci c:ould rc.'ldil}' be provided without const21nl 
review of ihe procccb.1.rcs. Lalso aotcd i.ha.t Mr. Sato boo been trained on approximately 21 SOPs on 
J,J/IJ/21. 

OBSERVA 110:N 2 
11wquality i:11:mtrol unit lach authority to fully mv1?;Stigste e1rors that have occurred. 

Specifi~Jly, 

When I wa.s revJewmg tli-e- Out-Of-Si,eemcation report for b) <4> I noted that the QA 
had not lnitl,ted ftriy inve_sf..i~Lons aJ\d only had i'lotified the wstomer oftbe incidem on 811 S/22. ID 
tdditio11, du.ring my dJStUMions with the QA ma_n3gei--1 she ~ated dlit the procedures are issued by the 
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O!BSERVATION J 
The fCSJ!'Ollsibilitics and proc.cdmcs applicable to Ute q-ual:ity ro.mtrol unii arc not in writing. 

Spocifiea.Jly. 

Your firm falled to :pTOVidc tho pTO(:Bdure for wate:r semptmg, msting, imd simtt.mtion. 

Laboratott 

OBSERVATION 4 
Detenninauom of<:ooiormanee to appropriate ~-rittcn spcr:iftc.irtio.as fo.r s.ccq,tanoe an, deficient ia that 
1hey ar,e l'IOt made for sn.ch lot withi11 eacl, shipm.cot ofoornporumb used in the me.nu&ctmc., p:roccs!ling, 
packing QI! holdtllll ofdrug products, 

SpecirieaUy. 

\ 'our finn~ruccdure fur retesting ofOm-Of•Specifkation (OOS) rtS'Ults. is dcfident. Tbe assay test 
result :for1Cb) (4) ltesred on 8/1212.2 failed me, specJficilit[on. Your tlrm continued the 
rems.ting ofilfte sample 11p until fourth time before il would p;US die :speo:lficalion. Your OOS procedure 
is a.lso defli::ic-nt in that it smtcs tlnst ithe cumber of retests should lbr, up to (b) rt.tests wl'lhout any fur...rl 
d~enninatio11 [PQillL In additialll, the qualhy agrcr:mmt has not outllit-cdi di sti:p.s in tbc e\•~t of nccy 
OOS ~utts and Ol'llly mentions abrtormality. 
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Japan Fooo 11,,e,aearch Laootato~1es 1 ChOJU! •1 -41, Sa..itoa,9a.9i 

I~~:t-6U, Cl?iak~, 5-67-D08 5 Jap.!m Con~taec 1.aboratory 

L.a.ooratory oornrol!s do oom (ncludo tho as1abl i51umnt of S(:lCfltif~:alty 510Ul'ld and appropriate 
sp:cificacions and test pro~rcs dtliigncd to as.s1.m: that components and drug poduca confonn to 
appl'Opriatc Rtandarrds, ormcntit)\ Rlrc:ng1h, quaihy sad purity. 

SpccificsUy, 

YOW' firm. railed co provide or explain a procedure on the steps which may be rcqujl'(d tn valida~ or 
'iamfy .II.IUllyticat procedures prosyidod or refem:d by ~ cHcats. 
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