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"F%'ﬂg DOCUMENT LISTES OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACIATY. THEY ARE INSPECTIONAL
OBSERYATIONS, AND DO NOT REFRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANGE. IF YOU HAVE AN OBIELTION REGARDING AN
OBSERVATION, OR MAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN QBSERVATION, YOU MAY DISCUSS THE
ORJECTION OR ACTIGN WATH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION QR SUBMIT THIS INFORMATICN TO FDA AT THE ADDRESS ABOVE. IF
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABCVE.

DURING AN INSPECTION OF YOUR FiRM ¢ 3 DRSERVED:

\b{j# %J(’ rfﬁg SffpuwS”{?‘f Pﬁmﬁf’mf{ 15 net rey ;f’wmi;}

Apcuiments reguirect by O & pff%"ﬁm Plan

Speedhically, | o o

- AT s 1o A et
Your capler log { Temperauic Recoud iig') rodent

B {)20
W@ﬁi‘l‘t\ﬁ'i’?{:} ]{;c‘g L/HK 4z ‘ﬁ% PAGTY %oﬂrv) XC?{*‘; (H 1_\){ ‘35%4:““{15
QC@{{' } el =g i p@kgée url)‘:{fjr‘ LGE\ {{”{:O(d{} Mvi f’\O"‘
e e reviewcd  Siace +ne ;m{},iaﬁiﬂb’\*ﬁdﬁbf\ ol \ﬁO‘L-\!;’"
S Pg"ma.whéﬁ Dian |

sa%mov:ecs; SIGNATURE EMPLOYEE(S) NAME AND TITLE (Print or Typa} !z}me ISSUED /S)g /7'..
i

*‘g’f " j{?jhfi’jc:n ‘; ety er _Lz.w‘""‘%&i}r’&‘”l*"' | - E
17 / - bt e Tk olacd 101
%?y’ / //l// FA ff‘/”*‘»’"*, %‘Tx .f-}c.e —‘J:j_”‘@ £ |
o 'fﬁ“/ Jira i fo N A aagd T g

INSPECTIONAL OBSERVN? iO!iS . Page 1 of






