t¥ishet %, Drug Evaluation Research 35 37% 35281 20144E4 A -97-

. FIAL -

71 PRIt AP/ P [EESW] HE S

L K B il 2 BB B R 2 i PGy, BT 100038
B OE. ARUHEN I R EHANEES S, g4 A BT %I H R 24 AR 2
e FEE . N 2010 4 LUSRHRE 2 [ 56 24 5 B LR R 24 5 S VP RO R 2 R AR b, IR A TR E A S
0 EREEI] 716, L2y 36 . Er=2y 35 B, Wk 20 BRIGRTZZEN, HAOWAEAER FZ NS, 45 R RIMA
s B A B % LT R R, SRR T (IR ) D) IEWN AR, K ek, DAE IR 24
KR AU, EEEIG HZ A AT

RENES: RI51 XEAFREES: A XE/RS: 1674 - 6376 (2014) 02 - 0097 - 06

DOI: 10.7501/j.issn.1674-6376.2014.02.001

Analysis of problem on 71 cases of drug labeling [precaution] drafts

XIAO Hui-Lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: Because the PRECAUTIONS section of drug labeling is the important reference for medication by consumer, therefore the
drugs manufacturers should write the section seriously to ensure safe and effective medication. Seventy-one cases of the
PRECAUTIONS section which does not accord with the regulations in China were collected from drug labeling drafts submitted for the
registration to Center for Drug Evaluation under China Food and Drug Administration since 2010, including 35 cases of imported drugs
and 36 cases of domestic drugs and more than 20 kinds of clinical drug categories, and the problems thereof are analyzed.
Not to update the content in time is the most common and serious problems. The situation urgently needs to be reversed, correctly

treated and timely improved by manufacturers, including imported drug manufacturers, in order to ensure the safe medication of users.
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Table 1 Problem distribution of 71 cases of drug labeling

[precaution]
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Table 3 Adjudication Committee success rates at TOC stratified by baseline creatinine clearance
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