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Chunghwa Chemical Synthesis & Biotech Co., Ltd. 
Cl1Y, STATE ANO ZIP CODE 

New Taipei City 23850, Taiwan 

3002806677 

STREET ADDRESS 

1, Tung-Hsing Sl, Shu-Lin District 
1YPE OF ESTABLISHMENTINSPECTED 

API Manufacturer 
THIS OCUt.ENTLISTS OBSERVATION ADE BY THEFDA REPRESENTATIVE($) DURING THEINSPECTION OF YOUR FACILITY. THEY AREINSPECTIONAL OBSERVATIONS. ANO 00 NOT 
REPRESENTAFINAL AGENCY DETERMINATION REG.A.RONG YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN OBSERVATION, OR HAVE IMPLEMENTED, OR Pl.AN TO 
IMPI.EMENT,CORRECTIVE ACTION INRESPONSE TO AN OBSERVATION, YOU MAY ascuss THE OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION 
OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THEPHONE NUMBER ANOADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: 

lb)l.il) C(ll)T4) {b)l.il) . . 
1) The 2021 ___Report of ,_.,..,-__,Water System.....__.... does not discuss, explain, or propose 

corrections for the continual finding of Total Aerobic Microbial Count results biabe!Jban tbe feed 
4 

water results for samples taken after the >JT4J . -...,...,.. _ after theib>< >---""c.-~. 

micron filter, and ~fterthetbH
4
> aespite t .e fact that these samplesn ave average 

4values above(b><
4 

> CFU/mL and the point after the'!l>H > has ari average result of too 
numerous to count. '<b><

4 

> is used to supply water for equipment cleaning and oroduction,Jo the 
maLorit\l of the active pharmaceutical ingredients produced on site, includinglb><4 

>
b)l4) ,________. 

2) There has been no requirement to review electronic raw data in the chromatography system for 
any active pharmaceutical ingredient batches released to date. 

3) The retest date for T<"> the key starting material for the active pharmaceutical 
4 

orF'"11iooredientr )l
4 

h---~--- as extended by°bH4 

l _batches of )() ) 

H4> in the ware ouse w~hout further testing. ..._______. 
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Matthew B. Casale, Investigator 
Wen Nlng Chan, Investigator 
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