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Efficacy and Safety of LipoCol Forte in Hyperlipidemia
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BE

BH - &32MEIE—5% (LipoCol Forte) JR EMNALEAE (Monascus purpureus Went)
BEEMAR @ AIMBANRMTEEREZESENLE - AMERTEEEBEE RN
= MAEE BB MNRREREL L 2% -

BE AR EREMIERECREAT  MREHAEEZEHRLIETREER
BREBA20ISF2AE2017TF 128 - AYRSHRBBIDRERZSERE
—RARE BERAESH 1.2 g BE12AE » F(HARIERER (total cholesterol,
TCO)  EZREEEHEEEE (low-density lipoprotein cholesterol, LDL-C) ~ &% E g
E A MEEES (high-density lipoprotein cholesterol, HDL-C) ~ =B H B FE (triglyceride,
TG) AENIBE | BEREIZES (glutamic-oxaloacetic transaminase, GOT) ~ XN B &
Jz B (glutamic-pyruvic transaminase, GPT) ~ JlE& &8 (creatine phosphokinase, CPK)
RL MR -

R - BB 117 MR EREERE—SRE - ORSERE—R 12
#A% - )& TC ~ LDL-C » HDL-C #1 TG 25l & 26.89 + 42.44 mg/dL (n = 88, p <0.01) °
22.07 % 35.56 mg/dL (n = 81, p < 0.01) ~ 2.29 = 8.95 mg/dL (n = 80, p = 0.03) ~ 0.86 = 107.50
mg/dL (n = 88, p = 0.94)  GOT Al GPT BBI_LF+ 0.67 + 6.61 IU/L (n = 73, p = 0.39) * 0.40
+£10.57IU/L (n=81,p=0.73) EF » CPK Nf§ 428 £37431U/L(n=7,p=0.77) °
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ABSTRACT

Objective: The LipoCol Forte is derived from the fermentation of Monascus purpureus
Went, which is often used in statin alternative therapy for hyperlipidemia. This
study will evaluate the clinical efficacy and safety of LipoCol Forte in patients with
hyperlipidemia.

Methods: This study is a retrospective review of medical records. The study
population is the data of patients from the Chinese Medical Department of a medical
center. The observation time was from February 2015 to December 2017. The subjects
were the patients who used the LipoCol Forte for the first time during the study period,
taking 1.2 g daily for 12 weeks, and evaluated total cholesterol (TC), low-density
lipoprotein cholesterol (LDL-C), and high-density lipoprotein cholesterol (HDL-C) and
triglyceride (TG), which were effective indicators; glutamic-oxaloacetic transaminase
(GOT), glutamic-pyruvic transaminase (GPT), and creatine phosphokinase (CPK) were
safety indicators.

Results: During the study period, a total of 117 patients with the LipoCol Forte were
used for the first time. After 12 weeks of oral administration of the LipoCol Forte, serum
TC, LDL-C, HDL-C, and TG decreased by 26.89 + 42.44 mg/dL (n = 88, p < 0.01), 22.07 +
35.56 mg/dL (n = 81, p < 0.01), 2.29 + 8.95 mg/dL (n = 80, p = 0.03), 0.86 + 107.50 mg/dL (n
= 88, p = 0.94). GOT and GPT increased by 0.67 + 6.61 IU/L (n = 73, p = 0.39), 0.40 + 10.57
IU/L (n = 81, p = 0.73), and CPK decreased by 4.28 + 37.43 IU/L (n = 7, p = 0.77).

Conclusions: The LipoCol Forte can reduce serum TC and LDL-C, and is well tolerated,
safe and effective in hyperlipidemia treatment.
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FoEk AR EE TG - T L AT -
T FF9C 2% BAT 20 28 Bt i vh A AR O R E Y R e
— 1R A BE RN A — ALEH B 32 (monacolin
K) » TV T 55 2 38 R R TG I B R e 7
A E[FHE (3-hydroxy-3-methyl-glutaryl-coenzyme
A reductase, HMG-CoA) * M kA IEEEE & L o
EEREIE — 5% (LipoCol Forte) JE H A KL %%
(Monascus purpureus Went) 252K - M &H
ARNELFIHE G EE (unsaturated fatty acid) ~ y- i &
T B& (y-aminobutyric acid, GABA) ~ 1H ¥ [ %
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(ergosterol) » #E i (isoflavones) FEH B REE
JE IR E YA [4] ©

ARG LA S L AE i 7 R A I s A2 A B 2 &
T o SREFAGRL B " S5 ERENE—% ) UK -

Jith

K FC Ry (B 90 1 55 FE [ R 9T ISR g AR
HoL B ETE 2015 452 HE 2017 4 12 AR
PR HE R — 90N & - ZBRETRER
HE—EIER o fFFTE S R i 72 HA R ) 2R 4
FERENE—REE - HERABH 12 ¢ 15
B 12 R EITIEE - AR & B2k R 4D 8%
A EIRZHHEZERC SR - [RIRF LSRR 3 A Ph B
S AL, » AHREEAMZ sk HERRER
B SEBIUURATN A o M HE R - Bk
AL HEMEEEE (total cholesterol, TC) ~ KRG
HEHMERERE (low-density lipoprotein cholesterol,
LDL-C) ~ & % J& 5 2 X IE [ B2 (high-density
lipoprotein cholesterol, HDL-C) ~ = & H i g
(triglyceride, TG) Fy XU TR AT 5 %5 50 % 1 % 1
(glutamic-oxaloacetic transaminase, GOT) »
%k 79 I % % % (glutamic-pyruvic transaminase,
GPT) ~ WLFEELHNE (creatine phosphokinase, CPK)
R 2t 2 HEAT. -

TEAS SR AT » AHFSEER F SPSS #aT ik iz
55 22 )X (IBM Corp., Armonk, NY, USA) 1T #
oA DUBCE t B8 (paired t test) FLER{H &2
5% & B§ — %% B #& TC > LDL-C » HDL-C » TG »
GOT » GPT ~ CPK fH RS - p < 0.01 B
AT REERE RS o HAANMER] ~ e~ HpeE A
DIRl et /i =N 2 8 -

i SR

AR AR LA 117 AL W) K B8 F S22 e B
—R R Bk 25 £ ~ Ak 92 fif - fFEEkRy 22 ~
77 1% FET 58 Bk o L LB AH BRI Y A HFE
13 FLrRIRR ~ 7 REREER IS ~ 3 (O HRAEE ~ 1AL
HE ARG R EEY) - IR % k]
$5HEF-BEHET ] (calcium channel blockers, CCB) +
IME 5k 12 EA LR HITI ] (angiotensin converting
enzyme inhibitor, ACEI) /Il %& 7Rk JJ 32 3 & FH B

FOorRMoOSsA
W.H. Huang et al.

%l (Angiotensin II receptor blockers, ARB) ~ FfifK
JR Y metformin Z¥, sulfonylurea » MR LT
BELEST A (B-blocker) » HREBLIML/ MELH - CIAREE
SERENE—9% 12 8% » 3% TC » LDL-C ~» HDL-C
TG 73 HI R 26.89 + 42.44 (n =88, p < 0.01) »
22.07 +35.56 mg/dL (n =81, p < 0.01) ~2.29 + 8.95
mg/dL (n = 80, p = 0.03) ~ 0.86 % 107.50 mg/dL (n
= 88, p = 0.94) (Table 1) - GOT 1 GPT %37 7}
0.67 £ 6.61 IU/L (n=73,p=10.39) > 0.40 £ 10.57
IU/L (n = 81, p = 0.73) » CPK F ¥ 4.28 + 37.43
IU/L (n =7, p=0.77) (Table 2) = YL AKJ 117 A
Hrp s i 0F 0 e mAs o re 8 - a1 AL
rosuvastatin 10 mg ~ 1 fii atorvastatin 40 mg ~ 1
fii vytorin (ezetimibe 10 mg/simvastatin 20 mg)
+ fenofibrate 200 mg ~ 1 fi/ vytorin (ezetimibe
10 mg/simvastatin 20 mg) * 1 {if fenofibrate 200
mg ° [M A5 B T I RE &1L (Table 3) - ¥ E HH
HABREIMAREE - W MBBEEN L AIER - IRB
SR $E H R R AE B gemfibrozil FUOF T » W9
HR AR LB i -

i

&5 R [ NE — 9% e LTS G 7F H R HMG-CoA 2
JEC P 0 751 1ovastatin FYER 73+ HMG-CoA 52 [ i
TERE P E BRI G R P i R At -
THBTESHE 600 mg ZERERLEE (Monascus purpureus
Went) * A& 181 7 lovastatin 5.76 mg * —fi% &
&y 1,200 mg/day » # 1,200 mg/day 353
FEHE—5%ME 11.4 mg/day lovastatin - ELREIMAE
DI« AKRAE TIH RIS ~ RS L IKETE
iE TS IEEEEAE S =R AR E o - WA
HEEZ W - St ERRENE—9R S IE MER A
MR 2 » BH IEAYR R o Lin S AL
BEOR 0 R EE = BEE - BB B2 BB IR
Ba o 26 8 HE R v EI Bk H 22 £ RENE — R R
LDL-C 27.7% ~ TC 21.5% * TG 15.8% FlIZ i
fiE# H (apolipoprotein B, Apo-B) 26.0% ; Ifif 5
PEMREE - AR R M Ik [5] © Apo-B /2
LDL Y EEFEE D - ARG o %
FEEEENAD - IMH Apo-BIBE L&
B FE s e AR B AR BE (LAY fE B A =R - [KIE Apo-B
B T RER] 6 M JEER R Y LDL-C IR R > B
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Table 1. Change from baseline in serum lipid variable

234

Total Cholesterol level 88

Basline (mg/dL) 230.97 (39.08)

Week 12 204.08 (30.26)

Change (baseline to week 12) -26.89 (42.44) <0.01
Triglyceride level 88

Basline (mg/dL) 142.75 (113.73)

Week 12 141.89 (120.05)

Change (baseline to week 12) -0.86 (107.50) 0.94
High-density lipoprotein cholesterol level 80

Basline (mg/dL) 60.47 (16.71)

Week 12 58.18 (16.00)

Change (baseline to week 12) -2.29 (8.95) 0.03
Low-density lipoprotein cholesterol level 81

Basline (mg/dL) 141.01 (36.16)

Week 12 118.94 (30.13)

Change (baseline to week 12) -22.07 (35.56) <0.01

SD: standard deviation.

Table 2. Change from baseline in glutamic-oxaloacetic transaminase/glutamic-pyruvic transaminase/creatine
phosphokinase variable

GOT 73

Basline (IU/L) 27.12 (7.00)

Week 12 27.80 (6.32)

Change (baseline to week 12) +0.67 (6.61) 0.39
GPT 81

Basline (IU/L) 28.54 (13.94)

Week 12 28.95 (12.80)

Change (baseline to week 12) +0.40 (10.57) 0.73
CPK 7

Basline (IU/L) 123.29 (69.56)

Week 12 119.00 (96.38)

Change (baseline to week 12) -4.28 (37.43) 0.77

GOT: glutamic-oxaloacetic transaminase; GPT: glutamic-pyruvic transaminase; CPK: creatine phosphokinase; SD: standard
deviation.

A TR B O 078 0 HY 35 42 - Huang % A FEAL 35
S RIS — 5% S v ML B E s R IR G I S A B8 L 3R 1Y
B 2 EERIR R ERIARE - 1658 8 A
M Ph e 2 R R BE{E T LDL-C 26.3% ~ TC
20.4% > TG 15% > Apo-B 24.7% [6] ° %Y 8 )7
ELRSE 51  Chen FASFHFEBIE RS

RE
EERARESME $°+/\E H3M 231236 8

lovastatin B ffff ffd t4 38 P450 (cytochrome P450,
CYP450) / P- % 1 (P-glycoprotein) 38 A 1
FIRRSE - WERER B A CYP450 - & BF A
EEE » WEZHE R gemfibrozil RIBEH [7] -

AT 5375 588 [ ) 1 9 R [ R R ) =3 S Pk e —
RS 5 I NS HE F 35 AR R BB e 2k ik



Results of combination other antihyperlipidemic agents

Table 3.

17/22
44/40
27/12

74.4/97.5 165.5/159 29/

70/50
189/103
302/186
938/510

262/283

202/239

246/149
213/

rosuvastatin 10 mg

1200 mg/d
1200 mg/d
1200 mg/d
1200 mg/d

69/F

CASE 1

30/31
25/22

135/173.7

41.5/—

ezetimibe 10 mg/simvastatin 20 mg

45/M
60/F

CASE 2
CASE 3
CASE 4

125.9/68.3
56.5/

39.2/—

atorvastatin 40 mg

35/—

ezetimibe 10 mg/simvastatin 20 mg +

fenofibrate 200 mg

57/M

35.5/45.2 112.5/96.6 24/22 21/16
TC: total cholesterol; TG: triglyceride; HDL-C: high-density lipoprotein cholesterol; LDL-C: low-density lipoprotein cholesterol; GOT: glutamic-oxaloacetic transaminase;

153/123

183/175

fenofibrate 200 mg

1200 mg/d

64/M

CASE 5

GPT: glutamic-pyruvic transaminase.
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AR & o AT B RHEEUR - AL EE 4 ~ 12 5B AT DA
HERSMEGEFEAE TC (10.7 ~ 21.1%)
LDL-C (22 ~ 29%)[8] * H—R B & m T - #H
FR[EAL TC (-0.97 mmol/L; 95% confidence interval
[CI] =-1.13 ~ -0.80) * LDL-C (-0.87 mmol/L; 95%
Cl=-1.03 ~-0.71) 4} » tHEHGKE TG (-0.23 mmol/
L; 95% CI = -0.31 ~ -0.14) {EH [9] * £ A W52
vhoo i RS 5 — SR AR 2% B Y TC fI
LDL-C #f B 19eks% - TG EEE =% > MiE
WEF R AR EA S = H I EY - fEE T
R IR -
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BEH - EYE RS - Peng FAMNEE O
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HE R SORIE Z RN BRI IERCH R ~ 7EEE
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