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A Clinical Trial of Pravastatin in Korean Patients with Hypercholesterolemia
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Hypercholesterolemia is one of the major risk factors for atherosclerosis. Reduction of serum
total and low density lipoprotein cholesterol(LDL-C) and the increase of high density lipopro-
tiein cholesterol(HDI-C) are known to be associated with significant decrease of the incidence
of atherosclerotic disease. HMG CoA reductase is known as rate limiting enzyme in the synthesis
of cholesterol. Among many inhibitors of this enzyme pravastatin was recently relesed. To
evaluate the efficacy and safety of this drug in Korean patients with hypercholesterolemia
daily 5~40mg of pravstatin was administered in 30 patients after 4 weeks’ wash-out and
followed in 4 week-intervals up to 12 weeks.

1) Total cholesterol(TC) was decreased from 2473+ 24.7mg/dl to 216.6+ 34.8mg/dl after 4
weeks, 214.3+ 36.7mg/d] after 8 weeks and 212.5+ 36.1mg/dl after 12 weeks(p<<0.001, respecti-
vely).

2) Triglyceride(TG) was decreased from 191.3+ 779mg/dl to 1614+ 61.4mg/dl after 4 weeks
(p<<005). 1554+ 74.8mg/dl after 8 weeks(p<<0.05) but after 12 weeks the level of triglyceride
was 166.5+ 70.3mg/dl. not significantly different from the basal leval.

3) LDL-C was decreased from 1550+ 29.3mg/dl to 129.8+ 344mg/dl after 4 weeks, 132.0+ 324
mg/dl after 8 weeks and 1259+ 38.1mg/dl after 12 weeks(p<{0.01, respectively).

4) HDL-C was not significantly changed during the trial.

5) TC/HDI-C ratio was decreased from 4.8+ 1.3 to 4.1+ 09 after 4 weeks, 43+ 09 after
8 weeks and 4.1+ 1.1 after 12 weeks(p<<0.01. respectively).

6) LDL-C/HDL-C ratio was decreased from 3.0+ 10 to 2.5+ 08 after 4 weeks(p<<0.01).
26+ 07 after 8 weeks(p<<0.05) and 24+ 09 after 12 weeks(p<<0.01).

7) The side effects of pravastatin were mild and transient, including 1 case of nausea. 1
headache, 1 flushing sensation on the face and 2 dizziness.
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8) The laboratory studies including serum transanminases, uric acid, creatinine, creatine
phosphokinase and blood glucose were not changed significantly.

These results suggested that pravastatin is an effective and relatively safe hypolipidemic agent
in Korean adult patients with hypercholesterolemia.
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Fig. 1. Chemical structure of pravastatin sodium.

e 457te #AAVNE A Fox ¥HY
9 2HE A7} 220mg/dl ©]43<1 ¢ o]l A pravasta-
tn 5~10mgg WY F o3t 4334 H0 g FEA)
HAEE 2A3 FFY26EX7}F 200mg/dl
oldd We 10mgg F7IEln 125714 A% ¥
A% & QAW 30e(Hd I 56.0+7.24 ;5 I3}
14, 42} 166D E o2 FEFYAHE(TC:
total cholesterol), %A X% (TG : iglyceride), 1Y
EX g 26 &(HDL-C : high density lipop-
rotein cholesterol), AU =X+ Z ¢ A &(LDL-
C: low density lipoprotein cholesterol), TC/HDL-
Ce] ¥] 3 LDL-C/HDL-C9] H] 5S¢ #sle} ¢
35730 Wag 431402 $A8T pravastatin
FoidH Fo 123F0] Y YubHA}, wAAL
715 AL EH R4, A4 7)% AL, creatine pho-
sphokinase, 89 A& A3t
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1. 8322} ¥} (Table 1, Fig. 2, Fig. 3)

D tigd@zte 830 3 SY2HEXNE 437
o #A71E AGF: 7)1F X7} 247.3+ 24.7mg/dI(H
T EFURD oI on 4537 pravastatin £
216.61% 34.8mg/dl2 7+ A3 T, 83 o= 214.3¢
36.7mg/dl, 125FF )= 212,51 36.1mg/dl2 7HASE
AoH#2 p<0.001).

2) FAALL 4379 FANRE A § 7
FA7F 19131 77.9mg/dl of Q3 pravastating
g 4FFolle 161.4% 64.1mg/dl2 A=Y (p
<0.05), 8FFole 1554+ 74.8mg/dlZ A EH Y
O (p<0.05), 125F0l)= 166.5% 70.3mg/dI2 7)
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Ao "3 Zae HJoY fF3tAe gk
3) LDL-C& 4539 #&A7|HE At F 7&
2|7} 155.0+ 29.3mg/d1o] 31, pravastating ¥ $F
4FFolE 129.81 344mg/dlz ZAHYL, 8FF
o= 132.0% 32.4mg/dlo] gl on, 125 F 0= 125.9
+38.1mg/dl2 ZHAE A (A2, p<0.01).
4) HDL-C¥ 457te] #R7|H& AdFd 7]

FX]7} 54.0% 14.1mg/dlo] R 31, pravastating ¥
g4 Foll= 54.51 11.8mg/d], 8FF o= 511+ 11.
Img/dl, 12FF ol 54.1% 11.4mg/dl2 §-213 ¥
37 g

5) TC/HDL-C9] Hl¥ 4F7te] #&7|7He A
W3] 71EX7} 4.8% 1.30]Q1 1L, pravastatin 5o
4FF & 411098 AR, 8FF o= 4.3

Table 1. The changes of serum lipid levels with pravastatin therapy in 30 hypercholesterolemic patients.

Lipid\Weeks ~4 0 4 8 12
TC 242.7+30.0 247.3% 24.7 216.6% 34.8 214.3%36.7 212.5+ 36.1
TG 199.7+88.5 1913+ 779 161.3% 61.3 155.4+ 74.8 166.5+ 70.3
HDL-C 541+ 12.8 54.0% 14.1 545+ 11.8 511+ 11.1 5411 11.4
LDL-C 149.4+ 312 155.0+ 29.3 129.8% 34.4 132.0+ 32.4 125.9+ 38.1
TC/HDL-C 46+ 13 48+ 13 41+ 09 3.3+ 0.0 29+ 1.0
LDL-C/HDL-C 29+ 1.0 3.0+ 1.0 25+ 0.8 2.6+ 0.7 24+ 0.9

TC : Total cholesterol, TG : Triglvceride, LDL-C : Low density lipoprotein cholesterol,
HDL-C : High density lipoprotein cholesterol, LDL-C/HDL-C . Ratio of LDL-C per HDL-C,

TC/HDL-C : Ratio of TC per HDL-C
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TC : Total cholesterol, TG : Triglyceride, LDL-C : Low density lipoprotein cholesterol.
HDL-High density lipoprotein cholesterol. LDL-C/HDL-C : Ratio of LDL-C per HDL-C.
TC/HDL-C : Ratio of TC per HDL-C.

Fig. 2. The changes of serum lipid levels before and after pravastatin in 30 studied patients with hvpercholestero-

lemia.
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TC : Total cholesterol, TG : Triglyceride, LDL-C : Low density lipoprotein cholesterol.
HDL-C : High density lipoprotein cholesterol. LDL-C/HDL-C . Ratio of LDL-C per HDL-C,

TC/HDL-C : Ratio of TC per HDL-C

Fig. 3. Percent changes of serum lipid levels with pravastatin therapy in 30 hypercholesterolemic patents.
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6) LDL-C/HDL-C9} ¥]& 4579 #E7 7+
A Fof 7]F |7} 3.0+ 1.00]Q] 1, pravastatin F
o] 4335 95408, 853 26107, 12535 2.4+09
2 FoatA 7AsE el (# 2 p<0.01, p<0.05, p<
0.01).

4.1t L1o|eH(Zz+ p<o.

2. Ak 4719 ¥t

#&H7)17HE ot pravastatin £ A 39| A AST,
ALT, alkaline phosphatase, creatinine, 8%, ¥
creatine phosphokinase5-ol] &7]1% gt HEL
Anon, o Ank HA 4 =AY 20 W
A

3. F2-&

1) Pravastatin FoF ¢33 F282 240
1o, 5% 14, AR ZAL 14, @715 24 T
ojdont B 5 A% F4& vehlo} Rk FAIT
o= A H(Table 2).

Table 1. Newly developed symptoms after pravastatin

trial
Symptoms Number
nausea 1
headache 1
flushing sensation on the face 1
dizziness 2
Total 5

2) 6ol M= 137 ol Y FAsHoH, FH2
HE Astades 1259 £X9 vssgion, @
7]t 5 pravasatin B E FEE derMe F
g 2HE FX7t §438] Tt £4H #E7HA

7

F7HE QA B3 71%E Y 2HE A Astd

Ag AT dRooA Holgy s T T
Agol FEades E3NAS ¢ F AU

Seivet 49 33 83 Ad wxo A
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EFALAY Foe WA BA2HE 42 2
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1987%d -89 52 7 3}3} 3] (European Atheros-
clerosis Society)oll 4] ¥ 3t ulo] w2, AE
Agel g AP+ 200mg/dl o]8ke] TC, 35
mg/dl o]42] HDL-C, 155mg/dl ©]3¢] LDL-CS
B9 Folm, TC 200~250mg/dIQ]l 790 2lo]g
Wg AFs TC 300mg/dl ool At TC 200
mg/dl o] o] 3 TG 200mg/dl o] o] A oFE g 9|
Hajo] "Wasion st

1988\ wlxol A wHE FHAHE K I8
23 (national cholesterol education program) ol 4]+
a8 TCO) 428 200mg/dl o] 3ho] L 200~
239mg/dle FRF ¥ & £F, 260mg/dl o] A& )&
EFE TELRE A 81909, LDL-Co) #=5-& 129
mg/dle] 8= vl 8 =3 130mg/dl WA 159
mg/dl= 2t FE FF, 1602 190mg/dl=
A8E £ 190mgdl o4 e ARY +7
o2 Fjaln ok AAE dojagozs
LDL-C7} 190mg/dl o] o] Ant, #52 ko] )
A 74 ol 91 E AR A= B9l LDL-
C7} 160mg/dl o] /<] 7o HABt= 5 3hd e}

g 2HE 8%, 53 LDL-C| YAFE 3
e mYY, Py, FA, 0P 2d499F
TEVE 57 Y UERZ 99 adloz
Feid ek TCHDL-CO wlgo] #5a A8
Byl Y RES A2z FeA des,

TC/HDL-C&] H]-&o] 450|442 ofor #HFHA
o] WA go] ¥, TC 200mg/dl ©]3}, HDL-C
35mg/dl o]/}, LDL-C 135mg/dl ] &}, TC/HDL-C¢]
Bl7F 35018k He ¥ Ado fHe BEd
289 LSS A £ don, V& U
B39 A& AN AG AEe 2718 29
T o daw dEe e oy Fo Awe
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AEF AR e Holad, ¥F8Y,
G2 Tol Ark A, BEIAEA, AMF
A5 deolania HHs $5 el g% AF
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>
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dHA don, FE 2o 2ol WEAHY ¢
A2+ GFAF A A, dofibrate, niacing o] 0.1,
o] HMG-CoA Y8 A AdAAZL Ao
ﬂqzs-%)'

HMG-CoA #9984 AdAA: ¥ A3 & A
A 7l=d 2lolA e AAld vE) 8 AFS
a0 g AN RAEE o Hoim FeiA
UeH, I FAR 71HE AR, AEYA Fi
2HES FA3E T2 DA HMG-CoAdlA
mevalonateZ Y= = #FAoA L= HMG-
CoA HPaLE AAStT B4, X FH Ue
APz A & F) (LDL receptor) o] & %7}
AlA AU LDLE XU E o] FAA EFU Y
LDL AAE ©g FIAZGL ¢3AH o,
W 2 colestipold}t ALg38lH 1 E3) ¢ Zgig
F glon FAldl HDL-CE Z7MA7]= 9%
BE F Ak Frpss),

& AFA 1257k pravastain G5 F oo
o3 A TCE 715X 247.3mg/dlof| A 8% 214.3
mg/dl, 123 % 212.5mg/dl2 §olatA] AstsPo
o, o]of] 4§83l LDL-CE 713 %] 155.0mg/dle) A
85 % 132.0mg/dl, 1253 1259mg/diZ °F 20%
AEE UL, TGE 20% A% A3FA 7T TC/HDL-
Col H| &% 4894 298 #2931 A=Y=,
ol Zle] BiuEeA #aE HHFY A3t
13)

Pravastatin o} ¢ WA F24RLE 24 14
FE lod, AR ZFZ 19, #7IF 29 FoIA
O}, pravastatin Fojo} AHPRY FANA 1
AEF 4 71& ¥3o 93 S4AA FF ¢
& HA FRAT ZF Aot A F ool A
Fobg FAg o= 19tk T3} pravastatin £ F
B} Aol #EE 775 HALE v £ HA
Ao Wste FAEZR G0 B 7o
HEUGF 137090l B 7)1t pravastating Fof §F
AN GHAANA AR E 125 T 243
A9t AT Pravastatin FoF3 ¥ ) <)
A&7t @At Aol g Fobg FHE A
U Holg g &E3] & doAe FFHe ¥
A FEog F238 Fedded, ol 23
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DZYAHE 5 Hole Aol A pravastatin
GEFajo] o3 A A9 N AtE oS3
2okt

D ¥F TC, TG ¥ LDL-CO {AHg H2E
Bgon TC/HDL-C$ LDL-C/HDL-C9 H| &%
FoEA ZAEA

2) HDL-C& 538 ®Fo] gt

3) FEFojo} BHEA A7 FaHgol AR
A7 ole Holx gfokrh

4) Pravastatin®. 2 ¥ x Ao /M adrt &
28 Ao AE A&Hel AolaWs LEY
walojof g},
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