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A study on the Preservatives in Crude drug liquid preparations

Pharmaceutical Chemistry Division

Ki Sook Yang, Deuk Heng Lee, Ha Bung Lee and Sung Bae Park

=Abstract=

The preservatives in crude drug preparations which is used in gastrointestinal and antipyretic

analgesic drugs were determined by gas chromatography. Benzoic acid and its salt detected in all

samples. The kind of preservatives in one sample showed one(19%), two(44%), three(25%),

four(6%) and five (6%).
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Gas chromatograph (Perkin Elmer 900)
1. Benzoic acid @ =9 (KP)
2. Dehydro acetic acid (Merck)
3. Sorbic acid (Merck)
4. Methylis-parahydroxybenzoas (Methyl paraben)
(KP)
5. Ethylis-parahydroxybenzoas (Ethyl paraben)
(KP)
6. Propylis-parahydroxybenzoas (Propyl paraben)
(KP)
7. Butylis-parahydroxybenzoas (Butyl paraben)
(KP)
8, Acetanilide (KNIH)
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A. Column: 5% DEGS-PS on chromosorb AW,

é3mm X 2m

column temp.: 170°C
detector temp.: 240°C
Injector temp.: 210°C
carrier gas (N2): 60ml/min
chart speed: 10mm/min
detector: FID
sample size: 2~4pul

B. Column: 33% SE 30 on chromosorb AW,
¢ 3mmX2m
column temp.: 160°C.
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Fig. 1. Chromatogram on 5% DEGS-PS.

1. Sorbic acid 3. Benzoic acid
2. DHA 4. Acetanilide
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Fig. 2. Chromatogram on 3% SE30
1. Methyl paraben
2. Ethyl paraben
5. Acetanilide

3. Propyl paraben
4. Butyl paraben
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Table I. Preservative contents in gastrointestinal drugs.

unit of Benzoic : Total
Worlt  peckaee _aad . DHA SR RV Sl TOR braben - SoRtent

1 100 79.6 3.5 . 49.6 = c 222 188.9

2 75 66. 7 — — = e o 49.4 116.1

3 75 10.5 39.8 . = =5 e e 50. 3

4 60 257.6 = == = 19.6 - i3 288.5

5 100 92.4 = = = 5.8 = 2.4 100. 6

6 100 29.6 = 4.0 = 1.6 146 0.9 34.7

7 100 13.0 = 77.2 25.7 = =S 26.0 141.9

8 75 201.2 = 18.8 = =% = 312 251.2

9 20 206.0 = — = = == = 206.0
Min. 10.5 — — — = = = 50.3
Max 257.6 39.8 7.2 49. 6 19.6 1.6 49.4 288.5
Mean 106.0 8.6 IL.1 8.4 340 0.2 15.9 153.1

Table II. Preservative contents in antipyretic and analgesic drugs.
unit of Benzoic . Total

oo e, gt R oea S Mepl bl Bl m Lo
1 75 42.0 = = = = = = 42.0

2 100 90. 1 == 228. 3 === = = = 318.4

3 100 61.0 50. 8 - == i — = 111.8

4 100 150.9 — 52. 6 = =3 = = 135::3

b 75 99.8 = S = e == = 99.8

6 100 38.2 = — = — 102. 1 s 140. 3

7 75 45.3 — == — —= 101.9 = 147.2
Min. 38.2 — = = == = &= 42.0
Max 150.9 50.8 228.3 == == 102.1 = 147.2
Mean 68. 2 T3 40.1 = = 20.1 = 144.7
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