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ABSTRACT

Objectives : In this animal study, we performed the single oral dose toxicity test of Standardized Cornus officinalis
Sieb. et Zucc, and Psoralea corylifolia L, 30% ethanol extract (SCP) in Sprague—Dawley (SD) rats owing to aims for
verifying approximate lethal dose (ALD).

Methods : According to OECD guidelines for the testing of chemicals section 4 health effects test No, 420 acute oral
toxicity study - fixed dose procedure (17 December 2001), single oral dose toxicity test was performed, Animals were
divided into two groups: Group 1, vehicle—treated rats (Control); Group 2, SCP 5000 mg/kg treated rats. SCP is
composed of two medicinal herbs: Cornus officinalis Sieb. et Zucc, (650 g) and Psoralea corylifolia L, (350 g) in 30%
ethanol, SCP was once orally administered to female and male SD rats at dose levels of 5000 mg/kg. Animals were
monitored on the mortality, clinical signs, body weight changes and necropsy findings for 14 days,

Results : After single oral treatment of SCP, we could not find any mortality up to 5000 mg/kg. Compared with the
control group, there were also no significant differences in clinical sign, weight change, weight gain and gross
abnormalities in SCP 5000 mg/kg—treated group.

Conclusions : Taken together, these results suggest that the ALD of SCP in both female and male SD rats were

considered as over 5000 mg/kg. Results from this study provide scientific evidence for the safety of SCP,
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Table 1. Mortalities Observed in Female and Male Rats after Single Oral Treatment of SCP

Sex Dose No, dead/ Days after dosing
(mg/kg) No, dosed 0 1 3 4 5 6 7 8  9~14
0 0/5 0 0 0 0 0 0 0 0 0
Female
5,000 0/5 0 0 0 0 0 0 0 0 0
0 0/5 0 0 0 0 0 0 0 0 0
Male
5,000 0/5 0 0 0 0 0 0 0 0 0
Approximate lethal dosage (ALD) value : ) 5,000 mg/kg
2, QU S Groups (ug/kg)
Sign
%“1 FA Tl el Toﬂ FYL Tl F 308, 1, 2.4 D& hserved Female Male
2 6AI7E ZHA o2 FFFG oY, AURE RHA7A 1Y G1(0) G2(5000) G1(0) G2(5000)
ﬁ EU ] o5 A S = B —rOfl E’J_TEI RHAHA BE FE 5 Normal 5/5 5/5 5/5 5/5
oA o] FA2 TEER 3ttt (Table 2), 6 Normal 5/5 5/5 5/5 5/5
- . . 7 Normal 5/5 5/5 5/5 5/5
Table 2. Clinical Signs Observed in Female and Male Rats after
Single Oral Treatment of SCP 8 Normal 5/5 5/5 5/5 5/5
5 Groups (ug/ke) 9  Normal  5/5 5/5 5/5 5/5
Day = Female Male
observed 10 Normal 5/5 5/5 5/5 5/5
G1(0) G2(5000) G1(0) G2(5000)
11 N 1 5/5 5/5 5/5 5/5
0 Normal  5/5 5/5 5/5 5/5 orma / / / /
12 N 1 5/5 5/5 5/5 5/5
1 Normal  5/5 5/5 5/5 5/5 orma / / / /
13 N 1 5/5 5/5 5/5 5/5
2 Normal  5/5 5/5 5/5 5/5 orma / / / /
14 N 1 5/5 5/5 5/5 5/5
3 Normal  5/5 5/5 5/5 5/5 orma / / / /
*; Number of animals with the sign/Number of animals examined.
4 Normal 5/5 5/5 5/5 5/5
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Figure 1. Body weight of single oral dose toxicity study in female
SD rats.

Changes on the body weights during 14 days of observation in
female rats after single oral treatment of SCP. Values are expressed
as mean * SD of five female mice.

Table 3. Body Weight of Single Oral Dose Toxicity Study in SD Rats
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Figure 2. Body weight of single oral dose toxicity study in male
SD rats.

Changes on the body weights during 14 days of observation in
male rats after single oral treatment of SCP. Values are expressed
as mean * S.D. of five male mice.

Day after dosing Gain’
Sex 0~14
0 3 7 14
Mean 198.8 214.1 227.5 242.3 262.6 63.8
%1 S.D. 4.78 7.80 9.40 9.71 14.28 10.65
N 5 5 5 5 5
Female
Mean 198.0 213.5 221.9 234.5 251.0 53.0
G2
5.000 S.D. 3.27 1.41 1.57 4.98 8.06 6.03
N 5 5 5 5 5
Mean 279.4 308.5 334.1 378.4 432.6 153.2
Gol S.D. 5.66 10.54 14.64 17.59 23.34 18.55
N 5 5 5 5 5
Male
Mean 280.0 308.9 328.5 371.6 413.7 133.7
G2
5.000 S.D. 6.46 8.64 10.54 15.63 18.72 22.79
N 5 5 5 5 5

*: Weight gains are body weight difference between day 14 and day 0.

Body weight of all animals was measured on the date of entry, division into each group and administration,

and 14 days after administration.

and was measured in 1, 3, 7
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Skttt (Table 4).

Table 4. Necropsy Findings Observed Female and Male Rats after Single Oral Treatment of SCP

Frequency
Sex s Observed signs
(mg/kg) Death Survivors
G1(0) No gross findings 0/5 5/5"
Female
G2(5,000) No gross findings 0/5 5/5
G1(0) No gross findings 0/5 5/5
Male
G2(5,000) No gross findings 0/5 5/5

*: Number of animals with the sign/Number of animals examined.

After the anesthesia, the abdomen was cut off and necropsy was conducted. All internal organs were visually observed and then the

medical opinions were recorded.
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