WiT kL s 8 5 Bt %675 ik e ok % 6
4 45 R A

s T OF KEH 2k BEM F XY EEET(YHERAZERERGAR LF 100053)
-

HESZES RI72°.6 XkiRERS A XEHS  1672-2124(2024) 05-0588-06
DOI  10. 14009/j. issn. 1672-2124. 2024. 05. 017

W E AW FATFNTESSGHSES RATSELEERFWT AN, A RR G AFREFIERE, 5k 908
Mt & the Cochrane Library MEDLINE Embase . B4 W P EAH E PRI S R LSRR R Ao T O S S P 3E
BRI A Sk KB iT R SR 2 5 RAT LR R (R BB H AL A T A MR ARG B AR 2 dER
FABEE T ESY RS R TR ARIEEEEZ 202357 A, STHSANAFEGTFRITTARIE  LAAF
B R-E KA R BAT R EIEN 5 A RevMan 5. 4 4ot 34347 Meta 547, R BT /7R 547, SR EAN 14 AR, L P
3AAN LA BHR 1 RARIVFR, Meta M ERET , HHBEL RAFLERIERRChEFH(MACE) L AR £ KL
it FF N (HR=1.07,95%CI=0.98~1. 18, ,P=0. 14) A2 B A& T T 20 5-H7 45 B AL 745 %) 25 04 B4k MACE X A £ 2 ¥ & F B
H R BOERARARTERES TRUG BMFHA RAANDEASNERETEZF AL FEL(P>0.05); L EE
M PAER R RRER L ARG ZEFHY LG FEL(P>0.05), “HB7HRE a2 HRR LR RN, 2 A WA B R
PORMGHRAGHBAB G ERER e IREEREOREERFRIREEL RBRBENG EF LA FEL(P>
0.05);3 A L3 BHART B RAGEBRAGHAFRABRBZN TR A BRMEA S ST EMEGE BEGHRIEH
ToH 2, 2 T kM e r ) 25 5 RAT 2 16 R IT Rcfe i A b g i R LA B £ 5T,

KPR MTRGWY; BRI BTG, AR, Rat; A%EN

Systematic Review on Efficacy and Safety of Generic and Original Statins*
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ABSTRACT OBJECTIVE; To systematically evaluate the real-world efficacy and safety of generic and original
statins, so as to provide evidence-based reference for clinical drug selection. METHODS: The Cochrane Library,
MEDLINE, Embase, CNKI, SinoMed, VIP, and Wanfang Data were retrieved to collect observational studies on
generic and original statins ( the exposed group were treated with generic statins or replaced with generic drugs, the
non-exposed group received original statins) from the establishment of the database to Jul. 2023. And references
attached to the obtained studies were consulted. After data extraction for studies that met the inclusion criteria, quality
was evaluated by using the Newcastle-Ottawa scale. RevMan 5. 4 statistical software was used for Meta-analysis and
descriptive analysis. RESULTS: A total of 14 studies were enrolled, including 3 historical control studies and 11
cohort studies. Meta-analysis showed that there was no significant difference in the overall incidence of major adverse
cardiovascular events (MACE) between the generic and original drugs( HR=1.07,95%CI=0.98-1.18,P=0. 14),
yet the fluvastatin subgroup showed that the overall incidence of MACE of generic drugs was significantly higher than
that of the original drugs. Overall all-cause mortality was significantly higher in the generic drug group than in the
original drug group, yet the difference was not statistically significant in subgroups with a follow-up period of 12 months
(P>0.05). There were no significant differences in stroke hospitalization rate and incidence of adverse drug reactions
between two groups ( P >0.05). Qualitative description of “drug replacement” study design showed that in two
retrospective cohort studies, there was no statistical significance in reduction of total cholesterol, triacylglycerol and
low-density lipoprotein cholesterol in the group of patients who changed from original drugs to generic drugs compared
with the group who did not change drugs(P>0.05). In three historical controlled studies, changing the original drugs
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to generic drugs did not decrease efficacy, yet the original drugs were more effective than the generic drugs in raising

HDL cholesterol. CONCLUSIONS: There is no significant difference in clinical efficacy and safety between generic

statins and original statins.
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