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Efficacy and Safety of the Generic and Original Preparation of Atorvastatin: A Systematic Review

CAI Xiaorong'*, WANG Hongmei'’,ZHOU Junwen'*, LIU Wei',ZHAI Suodi'(1.Dept. of Pharmacy,.Peking Uni-
versity Third Hospital, Beijing 100191, China;2.Dept. of Pharmacy Administration and Clinical Pharmacy, Pe-
king University School of Pharmaceutical Sciences, Beijing 100191, China; 3.Beijing Yanqing“€ounty Hospital,
Beijing 102100, China)

ABSTRACT OBJECTIVE: To systematically review the efficacy and “safety of ‘the generic and original preparation of atorvas-
tatin, and provide evidence-based reference for clinical treatment, METHODS: Retrieved from PubMed, EMBase, Cochrane Li-
brary, CJFD, Wanfang Database, VIP and CBM, (related randomized controlled trials (RCT) about generic preparation of atorvas-
tatin (test group) versus original pfeparation of atorvastatin (control group) were collected. Meta-analysis was performed by using
Rev Man 5.3 software after data extract and quality evaluation. RESULTS: Totally 16 RCTs were included, involving 2 077 pa-
tients. Results of Meta-analysis showed, compared with control group, there were no significant differences in reducing total choles-
terol (TC)fMD=—0.06,95% CI( —0.14,0.01) , P=0.11], triglyceride (TG) [MD=—0.00, 95% CI( —0.08, 0.08) , P=0.99],
low-density lipoprotein cholesterol (LDL-C) [MD=—10.07,95% CI( —0.16, 0.01) , P=0.09], increasing high-density lipoprotein
cholesterol (HDL-C) [MD=—0.00,95% CI(—0.03,0.03),P=0.96] and the incidence of major adverse cardiac events (MACE)
[OR=1.18,95%CI(0.71,1.97) ,P=0.52] in test group; in terms of safety, compared with control group, there were no significant
differences in the resulting in alanine aminotransferase (ALT) increased [OR=1.08,95% CI(0.51,2.30) , P=0.83], the incidences
of myalgia [OR=2.46, 95% CI(0.70, 8.65) , P=0.16] and gastrointestinal adverse reactions [OR=1.11,95% CI(0.64, 1.95) , P=
0.71]. CONCLUSIONS: Both the generic and original preparation of atorvastatin can effectively reduce blood lipid levels, with sim-
ilar safety.

KEYWORDS Atorvastatin; Generic preparation; Original preparation; Meta-analysis; Systematic review
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Tab 1 Basic information of included studies
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Bk (2008) B BO 20 STH84/57484  (FHIFTREARILIT, 10 mg/d  FRBRBTACHRALIT 10 me/gd 4 D300 Awsbkzid
i Hh(2013) 68/65 1340£535/7340£5.35 DiIBHEHABIT 10mg/d  JRBRBTEARAIT, 10 mg/qd b2 TEEHZ AR
TFHTE012)" 167/153 112/55  104/49 74587 BT 20 mgd  RBRBTIERALIT, 20 mg/qd U @Y g AT
4ot 328 2012 1L 643848.90/64.08+8.56 (FHIPTICHMT 40 mg/d  FEBERTRCHALIT, 40 mg/qd g 023D JEEE LA
FT(2007)" /a1 3 312 S681T65T1£73 FiINIERT, 10mg/d  JEBERTREARALT | 10 mg/qd 8§ DRBDBO® AxEthzEAR
4k (2005)" 4741 560192560192 GHITHERMT, 0mg/d  BBHFTHERAT, 10 mg/od § QB S A A
B Ho07)" 54/55 69/69 (FHPTEHMT 0 mg/d — JRBHATSEIARIT, 10 m/qd 2 0033 TrEHA AR
i (2008)™ 30128 55.0484/55.0+84  BiRBTHEAILT 10me/d  FEAHTEALARIT 10 me/qd g Q20D  AmEAMZLAR
T Q)" g4 62/63 [ HPTEHAT, 10 mg/d BRI HALIT, 10 mg/qd 2 030 Sz A
K77 (2003) ¥ 8 ST0/5849  (IFHERIET, 10my/d  BEBRTIERALT, 10 mg/gd § QBB  aEMHLAA
Bk3cz£(2010)™ 050 36 39/ S6+8/5847  (HERIBIT. 20 myd  JRBTHERLT 20 m/od 2 0239  ItaEHAAA
5 Hk(o11) sI5L 3T 310 BESBES HIRET, 0 mgd  EBRTERALT 10 mg/od I (V6 Sy
Boh M(2011)"” ST60 3720 3228 563+602/56.7£465  (HBHCHKMT, 10~40 mg/dFRHRHCMT, 10~40mgied - 12 GO Krka.d.d
Kim $(2010)"* H9/116 61/%8  58/58 6L0/23  HPTERAT 0me/d  FEBRBTIERGIEIT, 20 mo/od 3 020850 g;ﬁiﬂl Dang Phamcy
Kim (2013)"” 143/146 624/603 (FHITEHRAAT 20 mg/d  TEBRRTERART 20 mg/qd §  D3®ED  Dong-A Pharmaceutical Co, Lid
Boonbaichaiyapruck $(2008)™  56/54 SAE10/5410 (BTRERAT 20 mg/d  JRBFRHHERART 20 me/qd 16 103 Berlin
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