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~~"'e N10 TITlE·oF INDMDiJAL -tcv.ttOM REPOR'Fis·1ssueb • -

TO . ~IJ Ch1,,'Tlggang 7heng, General Managu­
FIRM-NAME jSTHEEr ADDRESS 

0,..1'Ei'Sl Of INSP':CTION 

! ~Jay 9 :h1u '.\-lay 13, 2016 

p,-El.,..N-1.i-.M-Bc::E=-r<-· -- • - -

30(1-4117486 

11'.u~, <.i,:dian Humanwell Pha1maceutical C'u.. l .td. 

Cll'r STI.T-EANOZIP·C::me 

! ,~., 25 Ju,:l.in Ro,11.! Ga-dian J:a,n,,mi .. l>c\.:l,,rmenl 7,>il.: 
-· '---···-------- . . . --------- . .. 

.TYPE OF !:STA81.1$1"111ENT INS?ECTl!D 

Ezhou 43~0'10, lfub.:i, China F:11:1rn.:m 1\PI JnJ \f>I ml.c.m1cJi.ite mam•faaun:r 

'!'!'f!S DOCIJMENT ~tSTS OBSERVATIOm, W.OE BY THE FOr' ?EPRE&ENTATIVE(Si Ol•~IN<:. lhE IN&PECTJC;N ·:ir '; 'XJR f,t.(-!LtTY THcY -~E 1ns~ECTIOIIAL 
Ol!SERVATIONS, -/,,NO 00 NOT REPRESE"IT A FINAL AGENCY DE l i;l'INU{)TION REc.APOINC YOW COMPUJ..N::E IF' '1'01.i HAVE • N OB.:ECTION RfG.~ROltiG AN 
~W,TION OR ~~\VE IM~Mloi'iTEO OR PLAN TO IMPU:MEl\ff CORRECTIVE A.GTIOll IN F<ESVON$E TC AN OBSERV:.TtON YOU MJ,.Y Ol&CUSS THE 
OllJECTI~ OR ACTION ~ THE FOA Ht:'f'RESEh'TATI\/E(S) J)U~G n,e INSPECTION OR '>\JOl'41':' Thi$ ll•!"ORMATJON TO r".,, AT ll<E ADDRESS AB<Jve IF 
YOU HAVE AN'f QUESTIONS. PLEASE CONTACT F0.0.1.',T THE.PHONE NUMBl:1! AN'l AOORE$S "1JOVE 

.:>URlo'IG AN INSPECTION OF YOVR FIRM {I) (111,i:) OBSERVED: 

OB~FRVATION# I 
'(b)(()

failur<: to adequately calibrate the (bl <4> located at _._______ ---- __________________.... 
according to actual operating conditi9n. 

ORSER\t ATION# 2 
failure to "'onducttbH4> cleaning at both SampJing Room# l .io<l ~ ai:.ccrdtng t<' your SOP# Ml\·1-019(04). 
entitled,. "Satnpling Room and Sampling BQoth \1anai1:'mcnl Procedures". effective No,•cmbc.•r 13. 2(JI 5. 
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I,\lice S. l.;oo, CSO 

.o;.TE ,ssuec, 
j
I05/13iWto • 
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