$F455 FT7H 2022F78 %Kl-‘i{.‘[ﬁti Drug Evaluation Research ~ Vol. 45 No.7 July 2022 © 1355 -

s ]

HRRFTHA ZBHNAABITNIZ 2B BERFHEEREREMEENITN
K %t 0 5% kisspeptin B 520

skipeds, kW, MERE, ROEE, AW, Edt
WALBE RS = R W AR Wk FREE 050051

 OE: BH W INTECA = HRUIIETT WIS 2 B0 R £ 1 2 0 B 097 R S Wi 28 (kisspeptin) - KT 5200
Bk ERrhErE. BENL. JFBG XTI BRI R R VA BT . S EL 2020 4F 1 —20204F 12 F 2EI LR RBF K2R 5 = R B
21296 BIRIS 2 BURE PR £ MG B IE e i3, i A SRR S v, JETF N 80 B & N 0 &, IR IR BE AL A 7%
2095 80 1 SR BEAL 2 o IR AL AR IS 20, AL 40 . X HRZH R MR A SRR — FH U, SRR A, BER 3 WRG iRER AL e
HRZ LAl o A& BT, R LR, MR, WIAT YNNI . R R EIRITEI AR E (SBP) . #Fik
£ (DBP). JEH. EHE. EEL (WHR). g, AHERE (BMD. FEIIE (FPG . FEESE (FINS. K
EIFH (HOMA-IR) . S BAAB LI AL EL (HOMA-B). FELINZ 1 A,C (HbA,C). &5 2 hififE (2hPG). =EEH
w(TG). BHMEEE (TC). &M EAMER (HDL-C). K% EAEE AT (LDL-C) I kisspeptin /KT, £
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Efficacy of vigliptin combined with metformin in treatment of newly diagnosed
abdominal obesity type 2 diabetes mellitus and its effect on serum level of
kisspeptin
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Abstract: Objective To investigate the efficacy of vigliptin combined with metformin in treatment of newly diagnosed abdominal
obese type 2 diabetes mellitus and its effect on serum level of kisspeptin. Methods A prospective, randomized, open, controlled,
single center clinical study was conducted. A total of 80 patients with newly diagnosed abdominal obesity type 2 diabetes mellitus
were selected and randomly divided into control group and experimental group. Patients in the control group took Metformin
Hydrochloride Tablets, one tablet each time, three times a day. On the basis of the control group, patients in the experimental group
were treated with vigliptin, one tablet each time, twice a day. The course of treatment of both groups was three months. Systolic

blood pressure (SBP), diastolic blood pressure (DBP), waist circumference, hip circumference, waist hip ratio (WHR), body mass,
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body mass index (BMI), fasting blood glucose (FPG), fasting insulin (FINS), insulin resistance index (HOMA-IR) and islet B cell
function index (HOMA-p), glycosylated hemoglobin A,C (HbA,C), 2-hour postprandial blood glucose (2hPG), triglyceride (TG),
total cholesterol (TC), high-density lipoprotein cholesterol (HDL-C), low-density lipoprotein cholesterol (LDL-C) and serum
kisspeptin levels were observed to observe the clinical efficacy of the two groups and the occurrence of adverse reactions during
treatment. Results Before treatment, there was no significant difference between the control group and the experimental group (P >
0.05). After treatment, SBP, DBP, waist circumference, hip circumference, WHR, body mass, BMI, FPG, 2hPG, HOMA-IR, HbA C,
TG, TC, LDL-C and kisspeptin in the two groups decreased compared with those before treatment (P < 0.05), and FINS and HOMA-$
were higher than that before treatment (P < 0.05). After treatment, the experimental group improved waist circumference,
hip circumference, BMI, FPG, FINS, 2hPG, TG, kisspeptin and HOMA-f, and the effect of these indexes was better than that of the
control group (P < 0.05). After treatment, the total effective rate was 97.5% in the experimental group and 82.5% in the control
group. There was significant difference between the two groups (P < 0.05). During the treatment, the adverse reactions in the control
group were nausea and vomiting in 2 cases, headache and dizziness in 1 case. The adverse reactions of the patients in the
experimental group were nausea and vomiting for 1 case and headache and dizziness for 1 case. There was no significant difference
in the total adverse reaction rate between the two groups (P > 0.05). Conclusion The combination of vilagliptin and metformin is
safe and effective in the treatment of newly diagnosed type 2 diabetes mellitus with abdominal obesity. The patients have no risk of
increasing body mass. The combination of the two drugs can significantly reduce the blood glucose level and improve the islet of
langerhans B cell function, reduce insulin resistance, improve the level of lipid metabolism, reduce the level of serum kisspeptin, and
do not increase the incidence of adverse drug reactions. It is worth promoting.
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Mt H vl (TG %% B2 IR & 15 JIH & B (LDL-C) « 5 %
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F1 ATATAA-RERLLER
Table 1 Comparison on general data between two groups

before treatment

Rk MR (n=40) NI (n=40)
WS/ % 51.0+9.4 51.3+9.7
I B/ 5.75+1.99 5.72+1.81
514 19 21
SBP/mm Hg 144.2+10.0 143.149.1
DBP/mm Hg 85.5+£10.5 85.1+8.6
WHR 0.895+0.021 0.8940.023
BMI/(kg-m 2) 26.21+1.47 26.21+1.62

1 mm Hg=133 Pa

22 WEBRERITREEENRSERLZLE
kisspeptin 7K £ EL 5%

TRIT R, X RE L RG240 4% T0URE A AR AH OC FR
b EOBE, 4 TH) 22 e B G iE 2 8 XL (P>0.05) . ¥0IT
Ji& » Wi 4H 2% SBPDBP. [ [ & il . WHR 74 i &
BMI.FPG.2hPG.HOMA-IR.HbA ,C.TG.TC.LDL-C.
kisspeptin ¥ EIG 7 HIA BT T B (P<0.05) , H FINS,
HOMA-B BT HIA Fi TH i (P<0.05). 697 )5, 1k
96 41 17 o3 % B L B Hl L BMIL FPG. FINS. 2hPG.
TG- kisspeptin fl HOMA-B 75 [ Hf T X} {40 (P<
0.05), W& 2~4.

K2 ARTEAE—RERBILE (xs)

Table 2 Comparison on general data between two groups after treatment (x+s)

% wfpl  BA SBP/mmHg DBP/mmHg  JEH/cm E#l/em WHR hKFig/kg BMI/(kg'm )

YRR 40 VRYTET 1442100  85.5+10.5  91.043.1 101.5+3.5 0.895+0.021  72.8+6.0 26.21+1.46
BT 141.2+6.0° 84.8+8.1" 90.2+3.4"  101.1+3.1"  0.891£0.020"  72.3+5.5" 26.04+1.29"

WA 40 BITHT 143.149.1 85.1+8.6 91.1+3.9 101.9+4.0 0.894+0.023  73.2+7.2 26.21+1.62
WHITIE  140.8+6.6" 84.1+6.7" 89.0£3.4"  100.2+3.2™  0.888+0.023"  71.6+6.9" 25.72+1.51"

SRR AT T P<0.05; 5 X AL T J5 g "P<<0.05, 1 mm Hg=133 Pa

P < 0.05 vs same group before treatment; “P < 0.05 vs control group after treatment, 1 mm Hg=133 Pa
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R3 FAIME kisspeptin & MAS 7K FELEE (xzs)

Table 3 Comparison on serum kisspeptin and blood lipid levels between two groups (x+s)

M wl BFE TG/(mmol-L™" TC/(mmol-L™') HDL-C/(mmol-L™") LDL-C/(mmol-L™") kisspeptin/(nmol-L ™"

SR 40 IRITHD 1.93+0.38 5.53+0.48
BT IS 1.68+0.25" 5.26+0.35"
R 40 JRITRED 1.85+0.46 5.48+0.73
GIT G 1.5240.35" 5.13+0.58"

1.31+£0.25 3.13+0.36 3.351+0.638
1.33+£0.25 3.06+0.43" 3.210+0.537"
1.30+0.26 3.16+0.46 3.349+0.510
1.32+0.31 2.99+0.42" 2.949+0.571"

SR TT AT H A T P<<0.05: S5 X 41 A 9T 5 L - *P<<0.05

P < 0.05 vs same group before treatment; “P < 0.05 vs control group after treatment

F4 FHEMAEEXIERLE (x2s)

Table 4 Comparison of blood glucose related indexes between two groups (x+s)

MR wfl BFFA HbAC/%  FPG/(mmol-L™")  FINS/(mU-L™")  2hPG/(mmol-L™") HOMA-IR  HOMA-B

YTHE 40 VRYTHET 7.8+0.6 9.05+1.91
WITIE  7.3%0.5 8.40+1.29"
I 40 JRITHT 7.8+0.6 9.23+2.27
WwWIirkE  7.0x0.7 7.35+1.03

11.61+3.87 15.07+2.01 5.49+£1.39 47.63+23.64
12.26+2.81" 12.45£1.75 4.76+1.18" 54.01+18.27
11.86+4.48 15.2043.35 5.47£2.02  47.42+24.70
13.96+2.71" 10.90+1.73" 4.47+1.04" 77.27+28.577

SRR AT T P<0.05; 5 R YT 5t "P<<0.05

P < 0.05 vs same group before treatment; “P < 0.05 vs control group after treatment
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W5,
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Table S Comparison on clinical efficary between two

groups
Ml a BB BRUB TR SE %
W 40 13 20 7 82.5
Rge 40 22 17 1 97.5"

Sx R4l P<0.05

P <0.05 vs control group

*6 MHABEARKMERERIR
Table 6 Comparison on incidence of adverse reactions

between two groups
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ZH /15

M s m
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3 e
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HIT R R K 1L kisspeptin A2 , & 78 A il PR FH 25
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ZFOSUNCRT DA B FH T B R 0 A R A, A
A LLREBE B A 208 HOMA-IR , 36 7] DL 62
BMI, 2 i B0 ML AN R F AR 1) R AR 2RI i ds
BT 8L #5491 DPP-4, ¥ 10 GLP-1, AL A4 43 44 ik
By 2%, PR ARG vy T 22 7K1, S IR A1 ofiL b P 4
WFFRAESE , GLP-1 75 LRI R 5 B 2 i 4100 ) 0 12 42
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kisspeptin #& FH KISS1 J& K] 2 i (1) — Fl #1221k
552/ KISS 1R 25 4 33 1M 0 8 i B C A5 5l % K
EEW 223 REN . kisspeptin 75 4 FR 7 1) 05 # 83E fg
o Rk ¥ S R R ME M ) B KISSIR
G, 1%/ R BN BEAC S 5751 kisspeptin
RE A% 5 10A) f A A 058 S 10 i B 2R 40 Wt WIF AR 52
B PRI /DN B S 2 BB PR J8 5, IfL 3 kisspeptin [
FIR Y B B =T, I B B AR B 2 K T A

Ko %451 KB DPP-4 #1551 B B V2 97 )=, kisspeptin
KPRl 2 B, $2 7 DPP-4 4011 551 36 77 K R 9 0] B
5 kisspeptin H K" AWK, 16T 5, 50 A
R HE ZH 1ML 37 kisspeptin 7K ~F B2 AR TR 97 77 (P<
0.05) , i 56 2 1f 5 kisspeptin 7K *F- B 2 A T X B8
2H(P<<0.05), R W 4EA% H T RS — FHXUIT AT LA 2%
FEAK IML77 kisspeptin 7KF .

B FTSE SRR, 4uA ST RS = HOOUIR IT
W12 2 BUE PR P I B R v 22 4 A 20, o A Joi = 4
DA RN A O (0111 7 N e = e A )
DIRE , 9 Jok & R AR , G MR AR K, BRAIK T
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R IRHET™ FF AT E R N BB I, DA 2 3
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