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5mg NP
10mg NP
PRAVASTATIN SODIUM TABLETS

NIPRO NP

Pravastatin Sodium

HMG-CoA -vastatin

446.51

Monosodium(3#,5/)-3,5-dihydroxy-7-{(15,25,65,85,8aR)-6-hydroxy-2-methyl-8-
[(25)-2-methylbutanoyloxy]-1,2,6,7,8,8a-hexahydronaphthalen-1-yl}heptanoate
(1UPAC

CAS
81131-70-6
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176
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pKa 4.6 2x 1073mol/L
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a 2 153 159°
20mL  100mm
pH 7.2 8.2 1.0g
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0.01mol/L

99.5
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mg 90 140
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40+ 1 75+ 5 RH

5mg NP 9
PTP ( )
1 3 6
100.1 99.8 98.0 95.3
95.0 105.0
101.1 100.8 98.5 97.0
n=3
1 3
99.6 101.1 99.4
95.0 105.0
99.9 101.8 99.7
n=3
10mg NP ®
PTP ( )
1 3 6
101.2 99.5 97.5 95.9
95.0 105.0
101.4 99.7 98.0 96.3
n=3
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101.7 98.7 99.7
n=3
25 60 RH
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PTP ( )
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PTP ( )
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30
85
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n=3
25 60 3
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+ 15 T2 45
40 85 2
+ 15 T2 45
2) 85
1/2



a 50 15 50
8 f2 50
50 50 55
5mg NP
10mg NP
5mg NP 8

e —— FSASF R LR Smel NP )
- -0~ BN

100
90
80
70
60
50
40
30
20
10

BHE (%)

5 10 15 20
FrfE (57)

O —— TS5 AREF R LS S meTNP
o~ ---0---~ {REHH

5 10 15 20
BrfE (5)

meant S.D. n=12

2 —— FS/AREFUFIUD LfR5mal NP
. -e-0n-- ISEHA

5 10 15 20
B (53)

8



100 meanz S.D.

—— J5RAF A LaRSmgTNP
---0--- SERA

pH5.0

100

B (%)
8

5 10 15
B (53)

10mg NP ©

—8— TSR F TR LE10me NP
~=O--- IREEBF

100

TBHE (%)
3

5 10 15 20
B (49)

meant S.D. n=12

—W— SRR F R LR 1 0meTNP
--O--- N

BHE (%)
a3

5 10 15 20
FfE (53)

meant S.D. n=12

—— TSAAREF RIS LEE10mel NP |
- -=O~-- SRHE QIR

10 15 20
B ()

9



pH6.8 100 meant S.D. n=12

— i JSIARF A L 10me NP
“=O--- IFEHH

TEHE (%)
2

0 5 10 15
B (53)

900mL
50rpm
30 85
5mg NP 10mg NP

10)

10 10

11

12

10



13

14

11



12

1

10mg

1

1

20mg



HMG-CoA

2)

HMG-CoA

13



5mg NP 2 W
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AUC, _ 7nr Cmax Tmax t,,
ng hr/mL ng/mL hr hr
46.70% 21.48+ 1.1+ 3.0+
5mg NP 2 25.33 13.24 0.2 1.8
45.41+ 21.06% 1.1+ 2.3+
5mg 2 25.73 13.99 0.2 0.6
Meant S.D. n=20
AUC Cmax
10mg NP 2
10mg NP 1
10mg 2 2
LC/MS/MS
AUC,_ 7 Cmax
90 log 0.80 log
1.25
(ng/mL)
40
- TSHNREFLF MUY LEEI0MENP]
% 200 - FESA (325, 10mg)
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7
;; 20
&
7
- ] L
e 10
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B (hr)
AUC, _ 7nr Cmax Tmax t,,
ng hr/mL ng/mL hr hr
38.95+ 17.49+ 1.1+ 2.8+
10mg NP 19.99 10.99 0.4 1.0
37.74% 17.74+ 1.1+ 3.3+
10mg 20.16 12.54 0.2 1.3
Meant S.D. n=20
AUC  Cmax
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FDA

FDA
1Y)
HMG-CoA
HMG-CoA
3
2)
Australian categorisation system for prescribing D 2020

medicines in pregnancy

D Drugs which have caused, are suspected to have caused or may be expected
to cause, an increased incidence of human fetal malformations or
irreversible damage. These drugs may also have adverse pharmacological

effects. Accompanying texts should be consulted for further details.
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