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Investigation of alcohol concentration in alcohol precipitation process in
compound preparation of Chinese materia medica

ZHOU Yue-hua
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: The data of the alcohol concentration in alcohol precipitation process of 22 Chinese materia medica (CMM) were
investigated and analyzed. The result showed that the real alcohol concentration in the alcohol precipitation process was higher than the
expected generally, and the real alcohol concentration in the alcohol precipitation process in the same product was different in different
batches. The gap between the real alcohol concentration in the alcohol precipitation process and the expected maybe related to the
product and the method to determine how much alcohol to be added and the way of operation. The data above were analyzed, and some
suggestions were presented as follows: (1) Meaning of the expected alcohol concentration in the alcohol precipitation process
described in the drug quality specification should be explained clearly; (2) The method used to determine how much alcohol should be
added and the indicator of on-line control should be studied and determined; (3) During the process validation, the real alcohol
concentration in the alcohol precipitation process should be detected according to the procedure in China Pharmacopeia (2010 edition)
and make sure whether the real alcohol concentration in the alcohol precipitation process was the same as the expected; (4) The alcohol
precipitation process of new CMM should be systematically studied, and the method used to determine how much alcohol should be
added must be on record in ‘Production Process for Oon-site Inspection’.
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Fig. 1 Distribution of AC for 200 batches of CMM in

alcohol precipitation process
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F1 AERFHHIEET AC

Table 1 AC for different batches of products in alcohol precipitation process

PEERARET RS BRI PIE% WRAEZE /%% KB/ % BR/ME% W2 /%
K-2 11 RS 3.3 0.646 67 4.0 2.0 2.0
E-2 7 iEI% 3.0 0.918 07 44 1.9 2.5
E-1 9 EREIHE 7.9 0.997 50 9.6 7.1 2.5
H-1 19 itHEE 6.8 1.059 64 8.9 4.6 43
H-2 19 itEE 1.3 1.076 59 4.0 -0.1 4.1
D-2 9 EREIHL 4.4 1.085 26 6.0 3.0 3.0
K-1 10 WK THE 7.5 1.269 30 10.0 6.0 4.0
D-1 15 WK THE 5.9 1.289 22 9.0 42 4.8
C-1 14 TR THE 7.5 1.373 86 9.0 42 4.8
E-3 4 T 6.3 1.449 14 8.4 52 32
G-1 12 5%k 4.8 1.483 52 7.8 2.4 5.4
A-2 10 RS THE 3.0 1.816 10 5.6 0.0 5.6
C-2 11 RS T 4.0 1.973 63 9.0 1.9 7.1
F-1 8 RS THE 3.9 3.37509 7.4 -1.9 9.3
A-1 10 RS THE 33 3.465 45 7.6 —4.4 12.0
B 10 sk 5.8 6.376 38 10.6 -52 15.8
F-2 2 TR THE 3.1 021213 32 2.9 0.3
F-3 3 PR THE 3.1 3.784 62 3.0 -3.7 6.7
F-4 30 Rk 1.5 1.852 03 0.8 -2.9 3.7
L-1 4 fEH% 6.2 0.377 49 6.5 5.7 0.8
L-2 4 HEIE 9.0 2.628 05 11.6 5.4 6.2
L-3 30 WAL 2.3 1.154 70 -1.0 -3.0 2.0
J-1 30 iEIk 2.8 0.251 66 3.0 2.5 0.5
it 200 4.6 3.216 23 11.6 -5.2 16.8

RS R T KB MBS EARE A AR, BEARRMIBLAL R Rl "2-BL AC RIZENHE T
*1-Capital letters in the column of product code represent different companies’ name. Numbers represent different products; “2-Calculating according to

absolute value of AC

®2 TRBEUMBEEMHE AR AC

Table 2 AC by different ways of real alcohol concentrations in alcohol precipitation process

Jiik REARE BAT% FHEIE % e "1% KA /% B/ ME% P2 1%
(REAerS 16 82.0 5.1 1.4397 7.8 2.4 5.4
THEE 66 303.0 4.6 3.708 2 11.6 -5.2 16.8
WkETHE 118 582.1 4.9 3.086 8 10.0 4.4 14.4

1-BL AC BIZEXHME TS 2-DL AC HISERRE T

"1- Calculating according to absolute value of AC; "2-Calculating according to actual value of AC
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