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Comparison of Efficacy and Safety of Original — Patented and Generic Amlodipine

XEHS 1006 — 4931(2024)03 - 0112 — 04

Besylate in the Treatment of Hypertension

MAO Jing' ,DONG Weihua® ,WEI Ting' ,LIANG Xi',ZOU Yamin'
(1. Xi'an Jiaotong University Xi'an,Shaanxi,China  710049; 2. The First Affiliated Hospital of Xi'an Jiaotong University Xi'an,Shaanxi,China 710061)
Abstract: Objective
hypertension. Methods

To compare the efficacy and safety of original — patented and generic amlodipine besylate in the treatment of
A total of 243 patients who received original - patented amlodipine besylate and 272 patients who
received generic amlodipine besylate for the treatment of hypertension in the First Affiliated Hospital of Xi’an Jiaotong University
from January 1 to June 30,2021 were selected. Propensity matching analysis (1 : 1) was used to match the original — patented
group and the generic group,with 155 cases in each group. Both groups were continuously treated for three months. Results After
treatment, the systolic blood pressure, diastolic blood pressure, and pulse pressure difference in the two groups significantly reduced

(P < 0.05),but the difference was not statistically significant (P > 0.05). There was no statistically significant difference in

clinical efficacy,excellent and good rate of medication compliance,and incidence of adverse reactions between the two groups (P > 0.05).

Conclusion

amclodiplain besylate in the treatment of hypertension.

Generic amclodiplain besylate has the same efficacy, medication compliance and safety as the original — patented

Key words:amlodipine besylate;original — patented drug;generic drug;hypertension;efficacy ;safety
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#1 FWARE—RARLE (0 =155)
Tab.1 Comparison of the patients’ general data between the

two groups (n =155)
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Tab.2 Comparison of clinical efficacy between the two groups
[case (%) ,n =155]

20 571 Bk H 3% Rk B R
FAF4 92(59.35) 49(31.61) 14(9.03)  141(90.97)
454128 83(53.55) 55(35.48) 17(10.97) 138(89.03)
Ya 1. 063 0.521 0.323 0.323
P 0.303 0. 470 0.570 0. 570

R3 WABHEMELR(X £5s,mmHg,n = 155)
Tab.3 Comparison of blood pressure between the two groups
(X +s,mmHg,n = 155)

K5 E HRE KEE
Gt

B B B i B it

bl JR A4 Rl I PR

WA (%)) * 64(41.29)  61(39.35)
0.121 0.728

% 91(58.71)  94(60.65)

SE(H(%)] <60% 67(43.23)  74(47.74)
0.637 0.425

>60% 88(56.77)  81(52.26)
FA2(X s, %) 4.79+1.53 4.71£1.56 0.098 0.904

RN A 14 54(34.84) 58(37.42)
[#(%)] 2 85(54.84)  77(49.68) 0.982 0.612

34 16(10.32)  20(12.90)

AR R b3 31(20.00)  45(29.03)
3.417 0.065

[41(%)] 5 124(80.00) 110(70.97)

R4 (%)] A~ 14(9.03)  8(5.16)
1.761 0.184

s 141(90.97) 147(94. 84)

AR W RAT 64(41.29)  67(43.23)
[#1(%)] By RTE 57(36.77)  59(38.06) 0.500 0.779

KR L 34(21.94)  29(18.71)

FRAMEN  <30007T/ A 70(45.16)  66(42.58)
[41(%)] 3000~5000T/ A 50(32.26) 57(36.77) 0.710 0.701

>50007C/ A 35(22.58)  32(20.65)

1.2 Fik

T2 AR A T Rl R A S b T R O 3 i) 24 4 B
JN D [ 25 UE T H10950224 , KRS 4 A S mg) , 45 1 40
ST R R 2 ST G V5 25l e A R 2
A, [ 255 H20103356, FUAS B F 5 mg) o AL A
Y4 H R AW S R L B H 1R, IR S mg,
S ERES RS NGRRIE I

RAA 19.77£10.66 130.72¢7.37° 109.9249.80  87.67+8.42° SL5T+14.57 43.05£11.00
fHA 1603141135 132.30£8.06 107.05£10.26 86.88£9.04 5426+15.10 45421171
1 1.8 1.719 1.636 0.800 1.5% 1.834
P 0.221 0.073 0.103 0.425 0.112 0.068

E: B ARMEITAE,'P < 0.05.1 mmHg = 0. 133 kPa,
Note: Compared with those before treatment,”P < 0.05.1 mmHg =
0.133 kPa.
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x4 WMABEARRNMRERBRILE[H(%),n=155]

Tab.4 Comparison of the incidence of adverse reactions between the two groups [case (%) ,n =155]

28 5 RHORIE Reb A ALK P P e A TROKE  siE TR
BA 4(2.58)  2(1.29) 1(0.65) 1(0.65) 3(1.94) 1(0.65) 4(2.58) 3(1.94) 2(1.29) 1(0.65) 1(0.65)
i 6(3.87)  3(1.94) 2(1.29) 0(0) 4(2.58) 0(0) 7(4.52)  2(1.29) 3(1.94) 2(1.29) 0(0)
XA 0.413 0.848
Pl 0.520  1.000° 1.000°  1.000°  1.000° 1.000°  0.357  1.000°  1.000°  1.000°  1.000°

VE R A KR Fisher 5 #ME & E 40T

Note:* refers to the Fisher's exact probability method is used for testing.

x5 FWHBERHKRMNELLEIF](%),n=155]
Tab.5 Comparison of medication compliance between the two

groups [ case (%) ,n = 155]

205 1 B % %R
JRAFR 76(49.03) 61(39.35) 18(11.61) 137(88.39)
raEse 80(51.61) 53(34.19) 22(14.19) 133(85.81)
pazit 0.710
PAE 0.701
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