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Clinical trial of remazolam combined with alfentanil in the treatment of patients
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Abstract; Objective

remazolam injection combined with alfentanil injection in the treatment of

To observe the anesthetic effects and safety of
patients with hysteroscopic surgery. Methods  Patients scheduled for
hysteroscopic surgery were randomly divided into control group and treatment
group. The control group received intravenous 1.5 - 2.0 mg - kg™
propofol + 7 =10 pg - kg~' alfentanil for anesthetic induction, during
the surgery, continuously infused with 4 — 12 mg + kg™' = h™' propofol
+0.05-0.20 pug - kg™' + h™' remifentanil for anesthesia maintenance.
The treatment group was given intravenous 0.3 — 0.5 mg -+ kg™
remimazolam + 7 — 10 pg - kg™ ' alfentanil for anesthetic induction,

during the surgery, received 0.5 —1.0 mg + kg™ + h ™' remazolam +
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0.05-0.20 pg - kg™ + b

function and safety were compared between the two groups. Results

remifentanil for anesthesia maintenance. The hemodynamics, analgesic effects, cognitive
Control group were enrolled 52 cases, 3 cases
dropped out, and 49 cases were finally included in the statistical analysis. Treatment group were enrolled 53 cases,
4 cases dropped out, and 49 cases were finally included in the statistical analysis. At the end of the surgery,the mean
arterial pressure of treatment and control groups were (73.98 £7.41) and (60. 10 +6. 84 ) mmHg, the heart rates were
(68.43 +7.32) and (63.92 +7.36)beat + min "', the differences of above index were statistically significant between
two groups (all P <0.05). One hour after operation, the visual analogue scale scores of treatment and control groups
were (3.08 £0.49) and (3.86 £0. 61) points, the mini — mental state examination scores were (22.65 +2.41) and
(18.24 +2.38) points, the differences were statistically significant (all P <0.05). The adverse drug reactions of
treatment group were nausea, while those in the control group were bradycardia, hypotension, respiratory depression
and nausea. The total incidences of adverse drug reactions in the treatment and control groups were 2. 04% and
14.29% , with statistically significant difference (P < 0.05). Conclusion Remazolam injection combined with
alfentanil injection can help to maintain hemodynamics of patients with hysteroscopic surgery, reduce the risk of
postoperative pain and cognitive impairment, with good safety.

Key words: remazolam injection; alfentanil injection; propofol injection; hysteroscopic surgery; safety evaluation
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Table 1 Comparison of general information in two groups(x %s)

Ttem Control (n=49) Treatment(n =49)
Age (year) 35.24 £4.71 34.88 £4.56
ASA grade( 1 /1) 31/18 29/20
Weight (kg) 65.23 +£7.45 65.11 £7.03
BMI (kg + m~?) 23.03 +2.84 23.29 +2.89
SBP( mmHg) 118.22 +10. 47 118. 14 £10. 31
DBP( mmHg) 84.35+£7.29 84.22 +7.20
Disease type

Endometrial polyp 20 23

Uterine fibroids 17 16

Uterine adhesions 12 10

BMI; Body mass index; ASA: American society of anesthesiologists; SBP:
Systolic blood pressure; DBP: Diastolic blood pressure; Control group:
Anesthetic induction with propofol and alfentanil , maintenance with propofol
and remifentanil ; Treatment group : Anesthetic induction with remazolam and

alfentanil ,maintenance with remazolam and remifentanil.
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R2 2HBHEMASA B (v £s)

Table 2 Comparison of hemodynamics between the two groups (x +s)

Control (n=49)

ltem

TO T1 T2 T3
MAP( mmHg) 78.55 +7.61 66.12 +7.32* 62.45+7.03* 60.10 +6.84*
HR(beat * min~") 72.63 +7.34 63.04 +7. 14" 62.67 +7.02* 63.92+7.36"
Sp0, (% ) 97.63 +2. 19 94.16 2. 15~ 93.43+2.09* 95.84 £2.21*

Treatment (n =49)

Ttem

TO Tl T2 T3
MAP( mmHg) 78.22 +7.79 74.57 £7.58 ** 72.65 £7.24** 73.98 £7.41**
HR(beat - min~") 72.37 £7.30 68.16 £7.21*# 67.65£7.17** 68.43 £7.32%%
Sp0, (% ) 97.88 +2.31 96.41 £2.20** 96.02 +2.13*# 97.24 +2. 26"

MAP: Mean arterial pressure; HR : Heart rate; SpO, : Oxygen saturation ; TO ; Before anesthesia;T1 ;5 minutes post — induction ; T2 ; During cervical dilation;T3:

End of surgery; Compared with TO in the same group, * P <0.05; Compared with control group at the same time,*P <0. 05.

R3 2HBENHAEIRILE (2 £5)

Table 3 Comparison of stress indicator levels between the two groups (x +s)

Control (n=49)

Treatment (n =49)

Item
Before operation

24 h after operation

Before operation 24 h after operation

ACTH (pg + mL™") 30.27 +4.69 46.14 £5.23 " 30. 54 4. 81 35.92 £4.98 **
Cor (nmol + L71) 607.43 £92.72 912.48 £123. 14 * 612. 38 +96. 44 806.25 +103.59 **
Lactate (mmol - L.™!) 1.03 +0. 41 1.28 £0.32* 1.05 +0. 46 1.09 +0.17*

ACTH: Adrenocorticotropic hormone ; Cor: Cortisol ; Compared with before operation in the same group, * P <0. 05; Compared with control group at 24 h after

operation, " P <0. 05.
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