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Trone Heal th Services, Inc . 
"CITY, ::nAno. <JP eoo:e;~ 

M.eridi an, ID 83642-1102 
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2790 W Cherry Ln Ste 100 
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Producer of non-steri l e d r ug products 

Th.i.s doc~tlQt lists observ~io~ ~.a!fe by the .FDA representMive(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represe.nt a final Agency c;leltln:nination regarding your compliance. Ifyou have an objection regarding an 
observation, or have impl¢mented, or plan to implern.ent, corre:c~ive ~ction in response to an observation, you may d.iscuss the objection or 
action With the FDA representatlve(s) during the inspection or submit this infonnation to FDA at the address above. lfyo1,1 h.aye a,ny 
questions, please contact FDA at the phone number and adaress above. · 
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DUR.ING AN INS~ECrJOl\I OFYOUR FIRfill WI; OBSERVED: 

OBS.ERVATION 1 

Non-pharmaceutical grade components are used in the formation of non-sterile drug products. 
Spe·cifically, 

You.r ti.rm ha.s r:iot conducted any testing (microbial and analytical) of the water generated through [{!)) (4) I· 
[{ti) (4) I This water ha·s been used as a component during the production of vari.ous drug products, 
For example: 

.A. R;X lbH6P bl (7KCj 100 gm Dental Gel Anesth-L-10% T-4% P-10%, lot 08242017@7 with the label direction for us.e 
"APPLYSMALL AMOUNT TO AFFECTED AREA(S) PRIOR TO PROCEDURES". 

B. RX ~) (6~ (b) (7KCl 480 ml Xylftol/ESG Or~I R.inse, lot 08042017@6. 
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