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PURPOSE Since the publication of the French Good Manufacturing é:*:f_j‘“““““'”‘:j:':&“g‘_j’ = B
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MATERIALS AND METHODS An internal control questionnaire | ... ooeme e o=,
evaluating different criteria has been developed by the pharmacist, e S
and filled up by students and residents for each BF. — T
The results were compared with a previous 2010 study. o ey e - XS EN ATTEN

RESULTS T
1206 of 2858 batch file non conform Relative proportion of non conformity
59% 9% OPrescription
42% OmManufacturing and labeling sheet

B Control and batch release sheet
32%

Manufacturing and labeling sheet l \ Control and batch release sheet

Mo 195 Prescription 1% — 36%
L 4% ——
79% T g
8% % t -
- 31%
dual control of the sheet bef ti 1% 17%
I:I_ ual control o _es eet before preparation 16% 43 Dimissing
mincomplete labeling B missing oincomplete control
@ control of raw material's volume unrealized Bunsigned by doctor mcontent uniformity: ticket weighing unsigned
Eother Ounvalidated by pharmacist mmissing release
D missing number of register M controlandrelease by thesame person at thesametime
Oother
T Evolution between 2 audits
a 71%
0.00%
EE Omissing dual control of the sheetbefore
50.00% preparation
) Omissing control of raw material'svolume
4000
. 288 308
a 5% » Ocontrol and release by the same person at
2000% A the same time
: 0,10%

CONCLUSION Following this audit, correctives actions were set up : improve the pharmacists knowledge
on importance of the pharmaceutical validation of prescriptions, and remind the chemist's assistant the
importance of dual control before and during preparation. Nevertheless, there is a progression of the
conformity rate between these two audits, pointing out the impact of corrective actions.
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