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Objectives This study is designed to evaluated the safety of peony root extract tablet
in healthy male volunteers.

Methods 12 healthy male volunteers were recruited, and this study was conducted by
a single center. The safety was evaluated by collecting laboratory test and vital signs
of volunteers. As the registration process, 12 subjects were assigned by serial number.
To evaluate safety, vital signs were checked and blood samples were collected 4 times
during the screening period, pre & post-administration (after 8 hours) and post-ad—
ministration (after 7 days). The difference in variables was summarized by the meanz
standard deviation. The normality test was carried out using the Shapiro—-Wilk test and
Kolmogorov-Smirnov test. When normality is fulfilled, a paired t-test is applied and
the significance level was p{0.05. And the incidence of all adverse effects and serious
adverse effects are shown in percentage.

Results In the case of vital sign, body temperature (BT) (°C) was 0.06+0.05 °C (p=
0.008), and there was a statistically significant difference in before and after administration.
However, clinical symptoms were not occurred and BT (°C) of all subjects before and
after administration showed values within the normal reference value. There was no
significant difference from the control group in all other vital signs and laboratory test
data. And no side—effects associated to clinical trial drugs were followed.
Conclusions The peony root extract tablet was considered to be safe for healthy male
volunteers. (J Korean Med Rehabil 2024;34(3):89-96)
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1) M™71=E

(1) 2=38d A 712 4% 17204 o) 554 of3)
Q1 A7+ Al LA}

(2) AFol 55 kg oldolHA AA AZFEAGH(body
mass index)7} 18.0 kg/m’ ©]4, 27 kg/m’ vl A}

(3) "M, A 8d o] gla A=A E E3ste
WAl M2 A e A Ha A, 5 2 9
A AAbelA A 2 F2 Sl fle A&

(4) T AL oJekFe] EAE st A4, A
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d odAE Ageitta #AHE A

(5) B Al thete] AAls] Aol SE9]
olafiste] a2 FHAE AH, TS A 7|72 A
A Fo% A



2) Hel71E

A #%( f %7& 43014 WA e A9
HAHo] A& A

(3) 3% o] FA o]F k2 AAA SAT &
g A37} %7] Et >140 mHg = 7] "9t >
90 mnHgell sNF3h= A

(4) &3& 30 g/day ool s BA oTEFS
7H AL o) AY FoF 2447 W& 23S ANAIF 7]

1 F FFY S e A

(5) Xanthine (A3, &}, &} 5)= AT RE S
AT 400 mg o AFsks A

(6) 3ol TS 2070H] o) A= A == 1
rRte s FAshy Ad g £ 71 T 29 8l
=z

(7) 3AEF H2 FoF A 30 oW nHl=nEH
ke 5o FEUAES oA B F = =S H8olut
=3 555 A
(8) oF= 8ol A’ AAHS 7L IAY &3
2D AA AR A 28 98 2FE(opioid, benzodiaze-
)2 EEo

rir

H

pine, amphetamine, barbiturates, cocaine
CREE

(9) WA Hx FoF A 109 oy Yuke|okE

0% o) Frk, 149 ol AEL|oRES A

of Bgg AT, NPAe] BHOR o9 27lo] T
3 A9 WINY AR A TP

(10) VA BF H2 Fof A 649 ool e BF
B AR EE 71 QAo AR FoI G Aol
01___ x].

(11) YL FLAA 2dE n)

¢

29 716 A FO

Z 9l3] AAE oo BATsITI T

(12) 3t FF3hded - AFH Aol AF
e EE AAE HAT 5 A A
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(14) s
[ALT], aspartate aminotransferase [AST], alkaline phos-
phatase 4SS Hojd 2

(15) Az Fod A 1702 ool HEAY =
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(16) DIAEE loFES] T4 HE3 4 OFBS
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Zoll7} 2l= ANalanine aminotransferase
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1) CHERE BEY

QAR tia i glo] B AHARE Al
sb7] 98l kpdAkelsha] Habda gl & 55 7
A, Jrlelr] ol WS AASHA] eFgkom Azt
TF oAl gHA 2F2d MEE B3tk

2] Fo]oFzEobd =] A A|2014-188 A13F AP
T Hazxdol| ZABIA oJofE T4 Al 7
B e 127 ol e grEYT ~38dE g
Aol Al thdAr Z7F FoA=H A QA A 12
o, ti71#} 39S Ak
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Az, AHA) 2 ‘—?"F 5= A3t T Table I).
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Table L. Progress of Study

Item Screening period
Visit number No. Visit 1
Visit day

Window period -30 day~-1 day
Demographic data and history taking °
Acquisition of consent .
Electrocardiogram .
Laboratory test" .
Randomization .
Admission’

Administration of medicine*

Blood collection

Vital sign °
Physical examination °

Discharge’

Monitoring for adverse events

Medication & blood sample collection Check-up
Visit 2 Visit 3
0 day 1 day 7 day
+3 days
° °
°
°
[ )
[ ) [ )
[ ) [ )
°
° ° °

"Blood chemistry test, serologic test will be performed at screening, before medication (0 hr), after medication (8 hrs), and
check-up period. YAdmission until 22:00 the day before administration of medicine (0 day), and be discharged after the end of
the schedule. *Subjects should be administrated the medicine at 1 day 8 a.m, while fasting for more than 10 hours, and the time

of administration shoulder be set to 1 day O hr.

AEefo R Akl 1A (7 Aleh e TSl FoF

T2 SHUEY, Aeanre] 18] TR 0.65 g/178)el
wet opelogel 19 Hrh gl 195 g2 A3k

WIND T Fokel A9 AE HdAke AEste] o
A B ALelA A B 2 84 Fa 104
b oldel & AdrelA ddAReE 18] Bk =
240 mLE A 7T Fekekilth o WEH”X} zk
AEANE e ste] FefAREe] AtolE
AR A28 B AAAE 0]%6‘}04 -3t
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3) A

13] °F 3 mLe] £FS s Yy, AL = 4
(=389, Fo A% 7} 13, HY F 1579 24
ANo] o] FoiH ) ANEZF N2 serum separate tube
of Yol 4 °C WA YEZ]7]4l 3,000 rppmOZ A7,
1023 AAle & 248k
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TZHAKWBC, red blood cell [RBC], hemoglobin, hema-
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4171573 Ablood urea nitrogen [BUN], creatinine)E 4!
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(1) TIHHAL

A} 175 B AR 75 o) WskE #E
8] flste] AL a4 Az D4 AWBC,
RBC, hemoglobin, hematocrit, neutrophils, granulocytes,
lymphocytes, platelet), 7t71°%5-7AHAST, ALT, ALP, r-
GTP, total protein, albumin) ¥ 417157 AKBUN, crea-
tinine) & A, 1 ARE BAste] AAgE 3
I FFUAE QoFsth AR o] Fof %9 xjo]
o] WMo At AR Al gk o] 0.05
nRke 2 A4S TSR] b WSl thate] Bl
B A4 <] Wilcoxon signed rank testE Al 3Y 3+
a1, o] 2Je] WEEd tejAe EEE T AHES Al
AT FrolFE=2 p<0.05).

Q&&=

Wuke ak AL, 5] D, o] kel digh
ARE B8N, A BEd FEUAE 8%
stttk A5o| FoF H5ol Zpo| ghel W] A4
A4 Aol tigk f-24Fo] 0.05 PIvteE Hds
TSR] 2 WSl tiste Bl AR

Wilcoxon signed rank testS A|3§3}3 3L, o] 2]o] W4

il

Sof tElAE SR T 4e stk ol
Z& p<0.05).

Q) OKErS

PN F st BEE nE o) dukgo) tha}
of 7|E5gom oldilky, FUig o) diHks, 5 g
o] Qo] & o] /dut-gol g Hde-S ZH2 9okt
o} o]k W82 T E o)kl tisle] e 8
T YA EI BEo] e o) uk-go] WSS v,
Adstal ol HlE 9 WMEEE QoFstATh
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1. Qe Rtz

Z 2199 AU T gt Ao RAR 6=
ALJstar ARz Age 31 tir|Akek 129
A7 QA MR =L, i thdAEe]
2 38.83x10.124], A2 174.9043.13 cm, AHF2
72.19+2.82 kgo| ATt thdAe] AWE g A BH o
X A, QAR Frerlg ¥FE vE AR
otE = At g AW 9 AAEE B A
£ $IATHTable 10).

Y A5 e, ol9) Pk, et e
)9} AkAAelskA AAE W TAAWBC, RBC,
hemoglobin, hematocrit, neutrophils, granulocytes, lym-
phocytes, platelet), It71°5 7 AHAST, ALT, ALP, r-GTP,

Table II. Demographic Characteristics of Subjects

Characteristic Mean+SD (n=12)

Age (yr) 38.83+10.12
Height (cm) 174.90+3.13
Weight (kg) 72.19+2.82

SD: standard deviation.
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total protein, albumin) % 417157 AKBUN, creatinine)
o] ARE Fof M F Aolge W P ZEAUAE

Table III. Comparison of Safety Evaluation Variables in Pre
and Post-Administration

Mean difference

(meanSD)’ p-valueJr
SBP (mmHg) 0.25+4.58 0.853
DBP (mmHg) 0.25+4.12 0.693"
BT (°C) 0.06:0.05 0.008"
PR (bpm) 0.58+2.68 0.466
WBC (10°/ul) -0.12+1.19 0.741
RBC (10%u) 0.02+0.30 0.805
Hb (g/dL) -0.07+0.91 0.805
Het (%) 0.30+2.74 0.712
PLT (10*/ul) 12.17435.03 0.146"
Lymphocytes (10°/UL) 0.72+7.44 0.745
Monocytes (10°/UL) -1.23+5.80 0.784"
Neutrophils (10°/UL) -4.63£10.01 0.137
Eosinophils (10%/UL) 0.09+1.50 0.624"
Basophils (10%/UL) 0.05+0.83 0.839
Protein (g/dL) 0.15+0.25 0.059
Albumin (g/dL) 0.05+0.14 0.256
AST (IU/L) 2.00+4.05 0.115
ALT (IU/L) -1.08+2.19 0.085"
ALP (IU/L) 6.58+42.71 0.604
v-GTP (IU/L) -0.50+1.31 0.214
BUN (mg/dL) -0.42+2.19 0.516
Creatinine (mg/dL) -0.002+0.037 0.820

SD: standard deviation, SBP: systolic blood pressure, DBP:
diastolic blood pressure, BT: body temperature, PR: pulse rate,
WBC: white blood cell, RBC: red blood cell, Hb: hemoglobin,
Het: hematocrit, PLT: platelets, AST: aspartate aminotransferase,
ALT: alanine aminotransferase, ALP: alkaline phosphatase, y
-GTP: y-glutamyl transpeptidase, BUN: blood urea nitrogen.
"The difference between pre and post-administration variables
was summarized as meantstandard deviation. The normality
test was performed using the kolmogorov-smirnov test and
shapiro-wilk test. TWilcoxon signed rank test, p<0.05.

Table IV. Incidence of Adverse Events

Variable Frequency (%)
Incidence of adverse event 0/12 (0)
Incidence of adverse event caused drop out 0/12 (0)
Incidence of serious adverse event 0/12 (0)
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