DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE fUMBER DATE:S) OF INSPSCTION

U Food and Drug Administration, CDIR OCDMPQICT ! Mag O thiu May 13, 2016

10903 New Etampshire Avenue i ’

Bidg. 51 Room 4234, Silver Spring MD 20993 [FEINUMBER -

Phune: 3u1-796-3206 Fax: 301-847-8738 Email. CDERICT ¢ ida.hhs.gov : 30041 17486

Industry Information: www fda govsoeindustry i o
[TAME AND TITLE CF INDIVIDUAL TO WHOM REPORTIS | isSUED” ™ == - ’
1o M C hcngg,ang 7heng, Gmemi ’\f[.mag-.r

FRMNAME e iS?REEfEﬁ?é‘__"_"' == Y
Hube Godian Humanwell l-‘!w:mm.wtlcal Co.. lid : o 23 Jusian Road Gedian Feonwmie I)c-.;lupmem ?um.
CITY STATE AND ZPCODE i f * TYPE OF S5TABLISHMENT INSPECTED i
Frhou 436070, Ilu’o-.i. China Huraan APl and AP inicmediate waeacturer

THIS DUCWENT -1STS OBSE;R\MTIONE- MADE BY THE FDA REFRESENTATIVE(S) E'L"?}N ThE NﬁPECTIbN OF TOUR "I-Lﬂ.t'n’ THEY ARE IHSH‘EC.IOHN.
DBEERVATIONS, AND DC NOT REPRESENT A FiNAL AGENCY DEIERMINATION REGARDING YOUR COMPLIANCE IF YOU HAVE <N OBJECTION REGARDING AN
DBSERVATION R HAVE IMPLEMENTED OR PLAN TO IMPLEMENY CORRECTIVE ACTION IN RESPCONSE TC AN NDBESERVATION YGOU MAY DISCUSS THE
OBJECTION OR ACTION WITH THE FDA RcFRESENTATIVE(S) DURING ThE INSPECTION OR SUBMIT THIS INFORMATION TG FT2 AT THE ADDRESS ABOVE IF
¥OU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AN AGORESS ABOVE

DURKIG AN INSPECTION OF YOUR FIRM (1) (WE) OBSERVED:

OBSFRVATION# | _

e - ibrate the B " B R
Failure 10 adequately calibrate the {ocated at
according to actual operating condition.

OBSERVATION# 2
Failure to conduct ® @ cleaning at both Sampling Room# 1 and 2 according to your SOPS MM-019(04).
entitled, "Sampling Room and Sampling Bnoth Management Procedures™. effective November 23, 20135,
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