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Industry Information: www.fda.gov/oc/industry

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

T70: Zheng Chenggang, Gengral Manager

FIRM NAME STREET ADDRESS

Hubei Gedian Humanwell Pharmaceutical Co., Ltd. No. 25 Juxian Road, Gedian Economic Development District
CITY,STATEAND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED

Ezhou, Hubei, China 436070 API Manufacturer

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE
OBJECTION OR ACTION WATH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE

DURING AN INSPECTION OF YOUR nm@yé OBSERVED:
Observation # 1

The preventive maintenance of the"tanks is inadequate.

Specifically,

A.OnJune24,2019," i nk_were observed to have loose plastic tape pieces attached
to the seal inside the ‘tanks. Your Workshop Director stated that the tape pieces were used to hold the seal

of the tank in place during the maintenance process. The last maintenance for these ™ anks occurred on August
14,2018, The seal is replaced on an % basis.

ave old and worn out seal. The seal is made of
The last maintenance for this ®* ank

basis.
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