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Retrospective Controlled Study on Clinical Efficacy and Safety of Domestic and Original
Atorvastatin Calcium Tablets
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Pharamacy, Shijingshan Teaching Hospital of Capital Medical University/Beijing Shijingshan Hospital,
Beijing 100043, China)

ABSTRACT OBJECTIVE: To compare the clinical efficacy and safety between domestic atorvastatin calcium tablets
and original atorvastatin calcium tablets, so as to provide reference for clinical medication. METHODS: Mar. 23rd,
2019, which was the first day of the official implementation of the “4+7” quantity procurement policy in Beijing, was
set as the time node, and the data of patients taking atorvastatin calcium tablets in outpatient or inpatient of Beijing
Shijingshan Hospital ( hereinafter referred to as “our hospital” ) for 3 months before and after the time node(from Dec.
23rd, 2018 to Jun. 23rd, 2019) were retrieved from HIS of our hospital. The data were divided into control group
(who had been taking original atorvastatin calcium tablets ), observation group 1 (who had been taking domestic
atorvastatin calcium tablets) and observation group 2( who had been taking original atorvastatin calcium tablets before
the time point and domestic atorvastatin calcium tablets after the time point). The total cholesterol, triglycerides, low
density lipoprotein cholesterin and high density lipoprotein cholesterin were used as efficacy-related indicators, and the
aspartate aminotransferase, alanine aminotransferase and creatine kinase were used as safety-related indicators, so that
the levels of these indicators were compared and analyzed among three groups. Totally 22 829 patients took atorvastatin
calcium tablets in our hospital from Dec. 23rd, 2018 to Jun. 23rd, 2019, including 18 183 cases were outpatients and
4 646 cases were inpatients. After manual screening, a total of 388 patients met the requirements for enrollment in the
effectiveness study and 420 patients met the requirements for enrollment in the safety study. RESULTS; There were no
statistically significant differences in the efficacy-related indicators of between observation group 1/observation group 2
and the control group( P>0. 05) ; there was no statistically significant difference in the safety-related indicators between
observation group 1/observation group 2 and the control group(P>0.05). CONCLUSIONS: The domestic atorvastatin
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calcium tablets have similar efficacy and safety with the original atorvastatin calcium tablets; compared with original

atorvastatin calcium tablets, the domestic atorvastatin calcium tablets have more advantages in terms of price, which

can reduce the economic burden of patients while ensuring the efficacy and can be used safely in clinical practice.

KEYWORDS  Atorvastatin calcium tablets; Original atorvastatin calcium tablets; Domestic atorvastatin calcium

tablets; Efficacy; Safety
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Fig 2 Evaluation plan
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Tab 2 Comparison of efficacy-related indicators among
three groups(x+s,mmol/L)
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Tab 3 Comparison of safety-related indicators among
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" the original value is 0. 053, and the reserved two-digit number is 0. 03

R
AL fik AST ALT CK
FHRZ (n=36) e -0.29+12.84  0.68+18.85  -8.22449.99
WA 14 (n=277) Ml 0.43£10.21  -1.01£15.91 8.29 £160. 21
P 0.40 0.37 0.40
WA 241 (n=107) H 1.57£7.48 2.80£12.45 5.24 £70.75
P 0.98 0.82 0.10

3 g

7T K25 R BR T IZ A0 T A7 0 B I BERG HI 25 0
BTFEARANTT h 2 B A 33233 L IR — R A IR G A A8 5
BR300, 7T 5 4 Ak 400 ) BF 40 B vp TC A 43, T B T LA
LDL-C A4 i A i 48 22, 3% S — R A0 B2 1k 19 38 22, Wi i
LDL-C [ B At 2 , I e, HAT A3 2% & AE TC il LDL-C 7k
S, I T WS FAA TG /K, [ A AT 4 1375 HDL-C /K S T8
WFFE a5 e om , BB TT A (L e 42 TV 35 L Ag , 78 e 3h
kot RERE AL BB 7 i a4 P Bz D e ok e e s
AT AR S o BTHE AT T ENA T RS 7 T AT
— TR

= BT HE A AT T4 F Ay b T 5 T 5 SRR BT 46 At 7T
FA AR A A . R [ 77 5 ORI BT G A A T T 455 1 13
P AR A IR ), (R =2 P T P B2 R ) SR — R 11 5
ML, 7 5 SRR HE A A T 405 B 2 3 A S 1 (i

+ 1360+ Evaluation and analysis of drug-use in hospitals of China 2021 Vol. 21 No. 11

NBER AT, TSRS O MR R R 0 B AR, i, [
725 S BT FCARAL T T 485 B ATH SR A7 A6 A 50 RN 8 4 M T 1) A
BREVE" o did A B SCRk & B, A BESE X HE T A5 e
FERABTT S G975 — R i y7 28 ) s A BF 5 3o [
5 IR TT 45 - (970 5 % e T T RGN, — %
7 RORI B2 A7 T B0 22 S TC G612 38 L (P>0.05)  fHAZ 40 A
RS o RS B R, 25 R T R a7 L WG PR 52
PR F AR 22 BV AN AR TS SR % ] 7= Bl T AR A VT 455 R A7 7 5
F& R S HORIATAT Z S5, HAN A IR B FAIG, £ 3 =
X SRR 2 Ak Fe AR

KR i 1 [ RIS, B4 A B HIS 2R 45 Hh I B
Bn, KBS B i, A TR B A B A I R
SRR s WA BRI A2 VBRI B T BEAR I R 2 i A R i S
BREEA R, ARBFGRSE SRR, B = BC A AT T 45 5 B A ff
FOARMTTES B B R A B A e A 2, 4+ T7 iy i R T I
WA LLE , BAR E PR A TT 85 A B A% Bk, (R 22 4
A RE S Z 0 —3 .

BT FEARABTTE5 7 (4 i PR A FH 2 488, 2010 4 JELATT By 6 4%
AT 5 H 76 2 1 R AR T 70 /225551 52018 AFEFR B 4T
ARAMTT S B RS 8 %k 749. 23 16, 25 5 el 3. 46% , 25 5
e B2y fh P m A 1 4. (B2, R RFC AT T 45 i A &
k&R 55.5 J6, WA B 5%, RIRUAR 19 B 7= BT AR AT T 45 B (A0 4
JEEE39.5 70, ARAH K ERER A, O 258
RG24 245 D 4 25 FR 38 4 19 — R SR i o AR 48 IMS Health
Institute AEXHE , 2009—2019 4, 475 il 245 4 35 [E B 97 PR 18 R 4
TE T 2.2 AT L T 24 A v SR W B3 S 2
Ja , B =BT LA AT T 45 A i A A R IR B AR, I8 39. 5 0%
EH£ 6.6 J0, IE =AM TTE BB R BTG Al 7T 45
AT LIAR KRR AR 25 3% S o

2 LR, BT AR A YT 5 R 78O LB S B YR YT 7 TS 3
Tz R, E = P A T8 B 5 R A BT TS B i
PRAT RO AN A AR Y I R AT FH B P BTG At 7 185 A0 I
WEBTFCAR AT 46 7 AT 3697, DA BB 5 I 2 0 40, B AIR R
R
S 3Hk
(1] A LG S 3 B A T TI 4 25 B 2. o A I 57
WIATE R (2016 4EMETTHT) [1]. FRAEAERERE B 4435, 2017,
11(1).7-28.

% T A B2 4 5% 2, b 250 2. S0 0
2 F 2GR (4 2 0 (1], P B R 4o « vl T4, 2018,
10(6) :1-130.

(FHE 1365 171)

HE BB UM S8 2021 4555 21 2855 11 1)



