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(57) Abstract: The present invention relates to a composition for preventing or treating late-onset hypogonadism or the andropause
syndrome and, more specifically, to a composition which comprises extracts of herbs such as red ginseng, Dioscorea batatas
DECNE, Lycium chinense, Cornus officinalis, and Curcuma longa and is effective in preventing or treating the various symptoms of
the andropause syndrome. The composition according to the present invention has the effects of preventing or treating the symptoms
of andropause, exhibited through the meaningful improvement of erectile function, an overall improvement on the IIEF test, and the
AMS, ADAM, and penile Doppler tests. Further, it is expected that the composition could sufficiently be used as hormone replace -
ment therapy, since such functional improvements are possible without any significant change in androgenic hormones.
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Al § 717 0 2 ©1423} a1, KBMSI-29} placebot= 77+ 2Fo] 7} §lie & 4
el 2H4 S skl on, T BUE Q2 A AR Tl Al A7
HI A

= =
7oAl oAb B E RS LS ekglt,

=
=

o,
} N
A

1% 9]

[58]

[59] <A G A EHE>

[60] A 0 2 AW F ol g 9 AxE o R e AN Faskal
4578 run-in 7|7k 7HR o, oY AdE Bl A4V E 3
A Q) 7]E ol A &ate] 5ol 7 st By = 93 A= 05 Al A ol A
A §) A - (KBMSI-2) 3} U] Z - (Placibo) & &2 F- 2+ vl A &} 31 .
FAAMAAHEE Foike 92k |G 38he A5 A PAE 2

WA E, 1Y 28] 1328 AT 583l 2 Ak

ke 712} run-in period, 8-7-7+2] treatment periodE A A F 12
T AHE T A {457 A 02 F 4H A7 HAE LSS

O

— =
ol A A & o] Z2 - 71eFs .
[61] S, B oA 8- A 32 Shaulr 9l o] AT A AL ] o] Aol &
o
[62]
[63] <3 31 g 2>
[64] ERAA A LA &7 Ux o] 5}
A AES U o= Eglon, 67ld o] g 7| A S A
A
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olFe] SHEUSE 34 el #AF 7 3 Q= AL ATE Aol 94, Al

[65]

[66]

[67]
[68]
[69]

[70]

[71]
[72]

[73]

[74]
[75]
[76]

[
A, &, A AAES] 5A ol tist
& WSSk 9 AL ol e 5=l
A, A3 7HA] A 25 ool 7R
phosphodiesterase-5(PDF-5) & Al Al|, & -4 A o] A7} #AF @ H & ARE-SE A 9,
A A HHA AEES WA 249 -5 7] o] A&, Al
A k(S Al 90/50mmHg W] ) i 2 A] gFi= oF A At ™ QR (QFA A
170/100mmHg), A% 67190 o]l W =%, 424 A%, Bk 745,
x| g A Q1 FrA o] W o] Q1= -, 12} A 8- 4 3}<5 (hypoactive sexual desire)©]
AE A5, 21715 o] AHALT, AST7F BAF2] 2.5q0 0] & 49 = 275
o] % (creatinine > 2.5mg.dl) 1 7 $-ol| = ©1A] 2] -&A] o

12§ 31, WHO =78 7]l whe} 355 o] 9] o] ik-g-o] Ay gl 7 5-,
Z==A2g AAboll A A X] Kok a2 gko] A
kA Q1 A Bk kA 0 72 ol o] X&) o] BV} s} 2
2227 5] A3 B A8 A AME HER Wo| = Foks ek al ¢l ol A

A 2] gt

ol 1

Mog e
ok
2
>,
ok
g
of
N
N
aie
ol

Q1A A& A1 92 KBMSI-2 #HAEA| o] A F A 9] ofato] =& &35ko] 21
oA I} 548 Hrbslar g8 7] 913k Al §l o] 2= ITT(intention to treat) 2}
PP(per protocol) 141 ol 3l 747f A] Y 8} e 5 shw, S A A o]
0.053}ol| A A A] 3131 T

HEHor 289 E Saete] S 5o] ehxd IdA
w2} Al A (KBMSI-2) v 7 2} Al BL(9) oF, ) A 35ty koll o537

g Ak o] & F, T AR TRE FAQAE S URAFS
18] 2t 58871y fr a4 W77 a9 A= ITT 24 2ol

R I e

FoFd S4B W T skl S AR A V2R, #H A T
FE AN, KT, 71709 T3k Apo] & ehopr v] &) S A
Bt =, PP LA I 3 ITT A & 5 gl B A 4 0. & 9 ¢k fo] 7}
Rt

o] A oFE x| w H 1 W Apol = gl o,

<87 Al

] M52 7 ALQ] Hemoglobin, Hematocrit, WBC, RBC, Differential Count (Neutro,
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[77]
[78]
[79]

[80]
[81]
[82]

[83]

[84]

Eosino, Baso, Lympho, Mono), Platelet Count} A 8} 8124 A} 5= A A7) 55

L} B} = Creatinine, LDH, BUN %! 7}7] %55 1B} += Total Bilirubin, ALT, AST,

Alkaline Phosphatase 2] 5=*] # g0l o} 3}-o] &o} 1 9k}, PP -4 -2, KBMSI-2 &

8+ gk - & N5k 0 A} ohA] %) o] W sl v sto] A gk A3, LDHE
A| £] UL U} 2 125 2] WM 8} baseline A A 7 B] alslo] F A A o2 2] 5l

2}o] 7F §1 ATk, (p=0.0612~0.8599, LDH p<0.05). Placeboiol| A] 3= 8 Fo] 3

LDH, Total Bilirubin, SGPT”} baseline*] %] 3} H] "’;}Oﬂ E7#] 2 o & 23k

Aol Z LERY L 2.1 (p<0.05), o] & A| 9] 3 v & W s ol A= 9] gk ZFo] 7}

N AT}, (p=0.0592~0.8267). baselineA] 7] 7} 85 F-o 3-2] Qak S ek

difference @] group?} x}-¢] = Platelet Count®]] 7\1 Ul F-o] A o 7

LFEFRE 21 (p<0.05), 21 9] 9] §F 2fo] & Hool= W

A 2 (p=0.1255~0.9790). ITT -4 7ol t]d}o] =, KBMSI-2E 85 F¢]

W% 2 SIS 4 512 Wkl efe] 24 23 LOHE A1

== 2] W8} baseline A 5 2} W]l d}o] T A A 5 o] ]F Apo] 7}

OiM S (p=0.1267~ 0.7568, LDH p<0.05). Placebor-ol| A += 85 f=o] 3~ LDH,

SGPT, SGOT 7} baseline*] 4 2} B] nl3}o] G A 4 o2 -n—/] 3l x}o] &

e 9 0.1 (p<0.05), 0] & A| 2] 3t T} 2 M FE ol M = 2] 8 2po] 7}

N S(p=0.0513~0.7854). baseline»| % 7} 85 Fo] 5] ¥ ﬁ}aw L e

difference 2] groupZt 2}o] = Alkaline phosphatase ]| A T} -] 4] & =

LFEFRE 21 (p<0.05), 21 9] 9] §F 2fo] & Hool= W

A (p=0.0733~0.9399).

.
T

gk
3o

<x=AA>

e ALl 91o] A1, KBMSI-2 2 Placebo 857k T 8t 3, L A ALE 5 3}o]
protein(albumin), glucose(sugar), occult blood, pH, WBC = RBC( Q HAE dn
HAAHE] A A 8kE B w88 . KBMSI-2+" 2 Placebosr™ 2] baselineA| 5 ¥} 87
Fo] F-9] o<l zbo]i= PP ITTw 5ol A gl Ao = veyt,

<FoTdE F9 4 FEA H7>

84 H7HE 9519 baseline A A ol A 4=F] gk o7 A k7] & X <=IEF), Sexual
Encounter Profile(SEP), Aging Males' Symptom score (AMS score), Androgen
Deficiency in Aging Male(ADAM), Total testosterone, & 34| & profile(Total
cholesterol, HDL-cholesterol, LDL-cholesterol, Triglyceride), 78 Zr &} == 2| (PSV;
Peak Systolic Velocity , EDV; End Diastolic Velocity)2] <=x] o] t 3}-of A] &) #| 5
570) 21 3 1ke] Aol 11 g ahelnt.

PP 4] ol A = KBMSI-2 & placebo 7o # &4 H7}gHof tsh Fof -
e Al Abol = 1= A o= Y EFE T (p=0.0665~9572).
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[85]
[86]

[87]

[88]
[89]
[90]

[91]
[92]
[93]

<1z} 584 H7)>

=5 A HL7]'4Z]'I‘(HEF)'E P‘i—?ﬂﬂ ol x| gl gk vk H428}8) o
MAH G712 7hgs A o Ao R, B A= 12§84 H7F W42 EF
domain (erectile function, él% 1~5, 15: 7}& &4 1-30)9] H=FS 519,
aZEn)aske] HrkekQl o 1AF e Wt A x| o] WS ko] 47,
8 Fo] S8 2 baseline Al H #Fo] WslZe A gk o2 YER Gl o,
baseline @} 7} W47, 857)1F9] xfo] ¢} 5 -7ke] Apol & 1A 813l T

PP KBMSI—2%_L# 3l 3. 47, 8574 9] erectile function <X =
baselineA] 4 3 1] w8k A3} 4=E2}ol] A 14.86+6.3601 4 21.14+5.55 0.2,
8= 2foll A 20.2948.100. %2 T A X 0.2 ol 8 A SRS & 4
= (p<0.05). Placebor+= 47}, 852} of| A Z}7} 18.08+8.06, 18.25+7.74 %
baselineA| 4 7} V] ul3lo] 27 571383 v & A 2 & =2 2] 84 Al e LA
o 2-(p=0.3309, 0.0828). - group7}F2] baselineA| 4 ol| A 4F, 85 $-2] 2}o] &
L} difference 3 oS 1] 1l 8 A}, 4520l Al KBMSI-2+7 < 6.29+6.34,
placebo™ 2 1.50+5.11 % F A & 0.2 2] 3 2Fo] & H A 2(p<0.05). °] & L 29]
UER T ITTTS, KBMSI-27-2 5918k $- 457, 8524 9] erectile function
I %] & baselineA] 2} 0] 1§k A3} 452 ol A = T A X 2 9] 2fol &
o] A] 2k O (p=0.1935), 85 2ol A = H o gk 0] 3.10+6.45 F 7} A& & ¢
A+ (p<0.05).

<22t F&4d F7t>

23 -84 o A= A7) s AE 97kl ZFIIEF domain'd 3 7 } A, AMS
score®] F 4 M3} ADAM 2| “o” E}El ek vl & H4]
& Z Y 2HE, HDL-Z & & H &, LDL- %ﬂﬂiﬂl%, o 3 A ¥, , RS (PSY,
EDV) 5% - w-7}2o] u]as}o] B 7?0}031‘%

<IIEF>
PP -4 72, KBMSI-2 99 ¢k 3~ 45 3~ baseline A] §] 3} 0] sl slo] 2 &
domain®l| A 2] 8} A| T 715} 21 (p<0.05), placebow W ol| A 3= -] 4] Aol 7
o, 7 dibol = A A WS EE A 9] ko] T A A o F ol g Aol &
1 & (p<0.05). 21 W 3}FS KMBSI-2w- 3 placebo -0l A Z+2F A nl Wk 5 =
2.50+1.99, 0.67+2.02, A A5 2.14+1.92, 0.08+2.11, ] = 1.43+1.34, -0.08+1.00,
A A 2] TR 1.07+1.64, -0.17+2.33, % [IEF 5= W3} 13. 43+11 26, 2.00+10.92
0] 8- KMBSI-2 59 87 3, baseline A % ¥} 0] 18} A nl W25 domain®l A
1.93+2.020 = 94 A 57138 27 (p<0.05), placeboslH 53k
SAH o2 23 o] S H 9 2(p<0.05). = A 7] 5 A5 F 4] -3 baseline
Al 7} 1] 1l 8}o] KMBSI-2 51 85 0] 9-10.79+13.80 & 7}a1o] & A 4 o =
2] gk 2}o] & WA th(p<0.05). ©] & &= 3 W A] 79 YERN TR ITT &4 72,

-
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[94]
[95]
[96]

[97]
[98]
[99]

[100]
[101]
[102]

o] 85 3~ [IEF domain A< W32 5=, A 8-of] 9lo] A KBMSI-27-2 0.29+2.22
<7}, placebo< 0.05+1.93 Z.?Zt & ar, A A A W E B3 KBMSI-27-&
0.52+2.27, placebo-& 0.25+2.02 =713} 9 5.

<AMS scored] F3 ¥ §}>

8F 0] %, AMS score®] & 52 baseline A 7] W& #FE F-8}o] v uLskql&
PP -4 -2, KBMSI-2S o3l 5 84 2] FAI 78l 7] 54 A <=(AMS
score) 2] 7S 41.14+12.159 A 35.43+14.34 0.7 5.71+12.15 7+ A3}
FA7A 7S50 TS B AT placebo F O] w2 40.00£16.8101 A
42.42411.68 2 AMS socre”’} 5 7}8F A A WF 2] A 2§13 5(p=0.5998). ] & =
8ol EFH ATE ITT -4 72 KBMSI-2S Fo] gk 5= 8504 o] Al 78 7154
A (AMS score) 9] 12 38.00+12.070 A 34.76+12.56 0. & 3.24+11.73
7 sle] G A7 7 EA e A4S 19T

<ADAMSE] o8} % 5 B3 >

KBMSI-2 7o 85 & WA 5 =21 A Sl o @A 7d 7] S8(ADAM)
AZ(10E S A kar, <o efar F8k 8 8 1] w8}l o, PP A ik
KBMSI-2S o3k 3 874 2] ADAME] H 772 5.86+1.66°1 4] 4.86+2.18°. %
1.00+£2.51 74 3)o] YA 70d 7];”/] TS W AN placebo o] >
5.1742.17°1 4 4.67+2.90=. 0.50+1.24 7 }%X]UJ o] A =

A 21 (p=0.1911), ©] & = 9¢l] LEIUSA
7571 0.76+2.61 ©. 5 placebo ] %(-0.30)&3}
Wl

A& KBMSI-2E Fo] 8
U 345+ 4eS

g

H
o -
X AE
-

SCERRELEREN

s ol s} W Al 5}sHA] =x]0] & %E{]Z:Eﬂ%’ HDL—%EﬂZLEﬂ%, LDL—%EHZ:EH%,
A Y (tiglyceride), 787 eh523% 2 (PSV; Peak Systolic Velocity , EDV; End
Diastolic Velocity), & HIZ~EZ~HE H8LE 85 Fo] $- HslaE& =4 8to]
T-7+e] 2ol E AA S S, HNE) 1 A FEA] S2x] 2 pp F-A1-S Al A E) A},

FH 2EHE A9 45, F Fd 2 E2> KBMSI-29} placebosr- 2H2t
9.50+22.81mg/dL, 9.33+29.15mg/dL 7+ &}o] F3ke] 74 o & 2] 3k 2|o]
DA A WH(p=0.2271) KBMSI-2 F=o] o] A} HDL-Z & 2~ 8| = 2] 4%
baselineA| 4 7 0] al3}o] 85 F-of & Q3] 2.71+10.15mg/dL J = F 71,
LDL-Z & 2 =2 79 2.64+21.55mg/dL 748k A FS B A S 873
Fo gt 3 FA AW 2] = KBMSI-21 ¥ placebor- 22t 88.36+176.90mg/dL,
49.42+157.49mg/dL 7+ 2 5}9% AR KBMSI-2+- 9] $+47) 2ttt KBMSI-2 &
857F Fol gk 5, A =& AU 57 -5(PSV) Y] baselineA] 4 o] 4] €]
Mo}k 34145, oo,E_ EAX o2 Fo A IA F718FA 31(p<0.05), KBMSI-2 2

ol
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[103]

[104]
[105]

[106]

87} El‘oq gk 5, 2 EEE G E7] 5 (EDV) 9 baselineA| 4 ol A €]
Wl 15122532 A A 22 14 AAl F7F8F 3 th(p<0.05). &= 10 WA
13941 o] & YER AT

3k, PP A2 A A8k A3} KBMSI-2E 857+ o] 3= baselineA] 4 7

| 3}o] B A 2H & 0] 0.59+1.50ng/dL 7FA 3 A 0t E A 2] o 2 o] 3k
2Fo] &= 1A tH(p=0.1624). ©] & = 140l LERH AT}

just

=, HEE2H 2o Wlglol e 5-7] 23l
8o EHE N oRA T U4 3
7ol Z1d E v,
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[Fig. 3]
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[Fig. 5]
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[Fig. 7]
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[Fig. 8]
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[Fig. 9]
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[Fig. 10]
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[Fig. 13]
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