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In the present study, we retrospectively evaluated the efficacy and safety of pravastatin sodium after switching from the
branded product to a generic. Our subjects were 27 type II diabetes mellitus patients aged 52-87 years with hyperlipidemia
as a complication, who received the branded product for 12 weeks and were followed up for more than 12 weeks after
switching to the generic product.

No significant differences were noted between the branded and generic products as regards serum lipids, creatine phos-
phokinase (measured in 6 patients), or biochemical parameters of hepatic and renal function. We may therefore conclude
that the branded and generic pravastatin administered in this study had similar efficacy and safety profiles.
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(m=27) (n=27)
TC (mg/dL) 206=+5 205+5 N.S.
TG (mg/dL) 13913 153=15 N.S.
HDL-C (mg/dL) 59+3 59=+3 N.S.
LDL-C (mg/dL) 1194 1154 N.S.

N.S. : not significant
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T-Bil (mg/dL) 0.6+0.0 0.60.0 N.S.
ALP (IU/L) 241%13 249+11 N.S.
y-GTP (IU/L) 27+4 31+6 N.S.
AST (IUL) 22+2 23%1 N.S.
ALT (IU/L) 22+3 24=+3 N.S.
BUN (mg/dL) 2+3 21%2 N.S.
Ser (mg/dL) 1.02+0.14 0.96+0.13 N.S.
HbAlc* (%) 7.0£0.2 6.9+0.2 p<0.05

N.S. : not significant
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TC (mg/dL) 211+9 208+14 N.S.

TG (mg/dL) 155+21 159+32 N.S.
HDL-C (mg/dL) 604 59+6 N.S.
LDL-C (mg/dL) 120+8 11710 N.S.

HbAlc (%) 5802 58102 N.S.

N.S. : not significant
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