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NAME IWOTJTJ.EOF INIJMIJUAI.ro WHOM REPORT IS$0ED 

Mr. Kelby D. Gorman , Pharmacist In Charge 

MOORE'$· COMPOUNDING P~CY . ~ 

'>lr<I:C I·""""""" 

CITY, STA"il!, ZIP000E. COUHTRY 

Corpus Chr~sti, Tx· 78412-3491 
.TVPEEST INSPECTED . •·

Producer of Non-Ster~le Drugs 

This dociunent.lists .observations rna4e by the I<DA represerriative(s) during-the inspection ofyour facility. They are inspectional 
observations, and·do iiot repreSetrta final Agen~.y dete:rinination regardrng your complian'<C. Ifyou have an objection regarding an 
observation, or have imp~~enu:;d. or plan~ implement. corr~ve action in response to an observation, yon may discuss the objection or 
action v.itb tbe FDA reP.resentative(s) durii:Jg the-inspection or Submit thiS informationto FDA at the addfess above. ·Ifyou have any 
questio~ ~!.ease rontactFD~ at the phone iniin~ cuid addrCss above: · · ·· 

· 

·· · ·· 
.... .·.~ 

I . 

DURING AN INSPECTIOI\l OF YOUR FIRM I OBSERVED: . . . ·· I 
OBSERVATION 1 ·. · · ' .., .. · I ·· 

ProcedlireS desigried to prevent objectionable mi~oorgartisms in drug products not reqUired to be sterile 

are not followed. · · · : ·' · ·· · ·· ·· · ··· · · · 


• • . j • ...·. 

Specifically, 

Your firm's Standard Operating Procedures entitled, "REQUIRED GARB FORNON-STERILE 
COl\1POUNDING AREA" SOP Number 7.090, Version 1.0 Effective 11-01-14 statesthat"When 
compounding non-sterile preparations, sterile gloves should be worn. Ifnon-sterile gloves are used, 
they must be disinfected with sterile" _(15) (4) J or an appropriate disinfectant". 

On January 4, 2017, I observed the frrm's Certified Pharmacy Technician (CPTll'~(ti)jproduce one bat~h 
containing ifilT4Xcapsules ofTri-Est Progesterone 0C 15) (4) 1/200mg SR, Lot# 2017-01-03:63@16. 
The y~placed lbH<~I[ (15)(4) andC:: (15H4) I1 
using (7)(C) bare hands in the[ (15) _(4) Jhood. ["....,..) tarted compounding capsules 
appro'ximately in May 2015 and stated that rl~ was train~ (15) (4) I 
with ~m- bare hands then put on non-sterile gloves before[ (b) (4) rFrom October 1, 
2016 through December 31, 2016, approximately (b) (4) prescriptions for compounded capsules were 
prepared by the finn. 

*DATES OF INSPECTION 
1104/2017(Wed),l/05/2017(Thu),l/06/2017(Fri),l/09/2017(Mon),l/10/2017(Tue),lll2/2017(Tlm),l/13/ 
2017(Fri) 

SEE REVERSE 
OF THIS PAGE 

EM~$)SIGNA11JRE 

Patty P Kaewussdangkul, Investigator
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