EITHBEOH 20228FE9H PR ET Y3 Drugs & Clinic Vol. 37 No.9 September 2022  + 2069 *

BB ASIETIEATT 2 BRI

KREL BREL, 37
1 VERARTERER SR AWM E, 28 MR 232000
2. W AT EREER RERE ZER, 2B MRS 232000

W OE: B BWITHE DS IARE AT 2 BUB R IR IR SCR . 753k EE 2019 4F 1 §—2021 4F 8 AR AR T Rk
FEHRERBEBGA T 106 51 2 BUBEIRF B E, FHABYLEERIZEIX 106 §) 5385 ot ARG IT A, A% 53 . xiRA
JRMRIEME S F, 10 mglik, 1ikid. JRITAHEXHIRA IR B ORGEE fu, 10 AAKR, 3 Wkid, IRETIRFTAGE MR . WELHHi%E
BHERIT 12 BRI A0, LhBUEYTT IS AR A R ThREFR R[S A MAE (FPG). %&J5 2 h fifE (2 h PG, i
ZLEEH (HbAlo). JER B AIMIIREIEE (HOMA-B). R FEHHIEE (HOMA-IR) |, M HM AR F bR EE (PV).
LR AETR S (EAD. 4IRS (EDD. 4Rt (HCT) R IMEMBIRSEETF (TNF) -a. —&fE (NOD.
EENEALEE (SOD). I (MDA) K¥. £R 0ITE, RITHEE SANEL 94.3%, BRI 81.1% 2 %
i (P<<0.05). ¥6J7)5, P41 FPG. 2hPG. HbAlc 2 HOMA-IR ¥ B Z %, HOMA-p ¥ B 21 (P<<0.05); {HiYLL
WHITANMGEE R (P<0.05). )75, WA S5 PV, EALL EDI. HCT {H#E# K TIHTHT (P<0.05); HiY
PUAITAM S ET RE (P<0.05). EITE, MAERHLME TNF-a. MDA KTFHEZE TR, IMiE NO. SOD /KT8
W (P<<0.05); HiARJTIE, VEITAHINE TNF-a. NO. SOD il MDA /KF & Hxf IR B 2% (P<<0.05). £51¢ HE AL
BIRAEFNEHRIT 2 BRI 2 A RIFIBEREACR, FFaadE— P ot R R B The R B AR SRS Il 40 4
RLRAR S, R A 9 R ThRe, (R IEARHE R .

KB B A ENE: 2 BUREIRE; MRS KRR AR —A A

HPESES: RI77 XHEkRERS: A YEHS: 1674 - 5515(2022)09 - 2069 - 06

DOI: 10.7501/j.issn.1674-5515.2022.09.030

Clinical study of Xiaoke Pills combined with dapagliflozin in treatment of type 2
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Abstract: Objective To investigate the clinical effect of Xiaoke Pills combined with dapagliflozin in treatment of type 2 diabetes.
Methods A total of 106 patients with type 2 diabetes admitted to Huainan Oriental Hospital Group General Hospital from January
2019 to August 2021 were selected and divided into control group and treatment group by random number table method, with 53 cases
in each group. Patients in the control group were po administered with Dapagliflozin Tablets, 10 mg/time, once daily. Patients in the
treatment group were po administered with Xiaoke Pills on the basis of the control group, 10 pills/time, three times daily. The
hypoglycemic efficacy of the two groups after continuous treatment for 12 weeks was observed. The glucose metabolism and pancreatic
islet function indexes [fasting blood glucose (FPG), 2h postprandial blood glucose (2h PG), glycosylated hemoglobin (HbAlc),
pancreatic islet B-cell function index (HOMA-), insulin resistance index (HOMA-B), HOMA-IR, hemorheological indexes [plasma
viscosity (PV), erythrocyte aggregation index (EAI), erythrocyte deformability index (EDI), hematocrit (HCT)] and serum tumor
necrosis factor (TNF)-o, monoxide Nitrogen (NO), superoxide dismutase (SOD), malondialdehyde (MDA) levels were compared
between the two groups before and after treatment. The adverse reactions of the two groups were recorded. Results After treatment,
the total effective rate of the treatment group was 94.3%, which was significantly higher than that of the control group (81.1%, P <
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0.05). After treatment, FPG, 2 h PG, HbAlc and HOMA-IR were significantly decreased, while HOMA-B was significantly
increased in both groups (P < 0.05). However, the improvement was more significant in the treatment group (P < 0.05). After
treatment, the values of hemorheology parameters PV, EAI, EDI and HCT in the two groups were significantly lower than those

before treatment (P < 0.05). The improvement in treatment group was more significant (P < 0.05). After treatment, the serum levels of

TNF-o and MDA were significantly decreased, and the serum levels of NO and SOD were significantly increased in the two groups
(P < 0.05). After treatment, the serum levels of TNF-a, NO, SOD and MDA in the treatment group were improved more significantly
than those in the control group (P < 0.05). Conclusion Xiaoke Pills combined with dapagliflozin has good hypoglycemic effect in
treatment of type 2 diabetes, and can further improve islet function and hemorheology status, reduce inflammation and oxidative stress
injury, and protect vascular endothelial function, which is worthy of clinical application

Key words: Xiaoke Pills; Dapagliflozin Tablets; type 2 diabetes; hemorheology; inflammation; oxidative stress; nitric oxide

2 RUBE PRI A2 o7 3R B A0 IR 90% LA F 2k
AL, 2 DL R A i 5 AU X i = AR )
P& PEARUPE S o Wil KT 40 Z UL EHEFEN,
H AR E R R R L) 11.2%, 2 ABUWE RS o
NHUE 1.14 12, FEPRIEHTIAEE 20 4680 15, 5
217 6130 iAW, BT 2 AUBE R R E
WEZBREE, R NRZ, B KON . L.
WIRFERGZAN RS, WEAFHEERMERE. &%
FEL PR AR T JE N LT ) AR (Pt i
PEAARURZEL PG I i) ATl HAx (EZHR
Rt MeEAETERE), WA b
W NP LRETT S, Hrh DIRFEREZ
Y2 B AT e g 22 e — Bl B 5
AN - HEIRE F s R -2 (SGLT-2) #Hil7),
AT I R R 5 2 R A s i B PR, 2
UL AE SR B2 TR (3 L 1 R b 25140, v AL )8 T
PR TR, B AAEE BRI AL, 2
ST 2 BRI CRYIR AR kb 2 7710,
I, AH TN 2 B PR R B W FLER A ik A 41 15
BATIRTT, B9 TR RUR .
1 #ERERE
1.1 —fsER

HEHL 2019 4F 1 F—2021 4F 8 H R A 05 EE R
SEREEBRIAT 106 f] 2 BB Rp EE, 5 60
], 4t 46 5, ERE 36~72 %, FHER (53.4+
7.2) %; RFERE (BMD 19.7~30.1kg/m?, F
¥ BMI (23.84+2.6) kg/m?; HifE 2~15 4, P
i (6.4+1.9) .

IINFRUE: (1) 54 2 OB FRIF (1012 W bR vEDe!,
(2) TCIHHEAMIEREHNEE HZERIE; (3D HES
ARG RIS (4 TolAE A OB (5)
A7 AT U R A E: (60 NARTTEHE
PR3 I PR w23 55 7™ B AORE s (7)4FE0E 18~75 %

(8) NZHHTICAHK FERE 250 TT L sl S I NE 254
Vel .

HEbpArdE: (1 & 3 MH WA M HE R EE K
FARE: (2) s FLIAE L (3) 1 AR
(&) HIFEZERE OO M. . B Rel4;
(5) dRRVENEIRIF; (6) fEAW T, KRB 2 iE
LA 53U R B o
1.2 754

isH% %1 Fr i AstraZeneca Pharmaceuticals LP
AP, kG 10 mg/ s PR tES 1811179, 2002127,
2104095; ¥ AL Az 1 — 25 A R A\ A=
7=, 10 AL 2.59, M7 andtts 20181014, 20200105,
20210310.

1.3 SRIARTT AL

fif FBEHLEL 7RI IX 106 1] 838 4 xR
HFEITH, A% 53 . HAxT A 32 41,
1 21 Bl RS 36~72 %, PR (53.6+7.1)
% BMI19.7~30.1kg/m?, “F-¥J BMI (23.6+2.5)
kg/m?; JRFE 2~14 4, “FIHEFE (6.242.0) 4.
BITH TS 28 9, 25 Bl AFEEY 36~70 %, I
Y (52.7+7.4) % ; BMI20.1~29.8 kg/m?, ¥
BMI (24.1+2.8) kg/m?; %if% 3~15 4, “F3fe
(6.5+1.6) . WHRLFRLEER LS TR
X, BARH .

I B YR BCH R B3R ARvE 7 AT
W CAHBEE. &85, SRR R, DB
iz i) e B BT 25 o %o HRAH R IIRAAAS 51034 5 10 mgl ik
1 Mo JRIT AT HRZH A B O ARVE I AL, 10 AU/
R, 3 kI, PRETIRFT KIS . PRAHIIELRTT 12 F .
14 T ERRED

B M E A (HbALe) R =097 0
30%, FMRIMPE (FPG). #&J5 2h IfifE (2hPG) T
B =167 0T 40%, BLA BIRFRIEIEFE O A



FEITHBEOH 20224F9H AR & 5l A&

Drugs & Clinic

Vol. 37 No.9 September 2022 * 2071 -

TBITHT 10%<HbAlc FFE<IBITHI 30%, VRITHI
20%<FPG. 2 h PG T[E<IGJTHi 40%. Joik:
HbAlc. FPG K& 2hPG FFEIIA KA Bbr#EEIE T
B&, IR ACREIRTE BH 2 nde st B sl n 2

BAME= (BB BRI L5
1.5 MEistR
1.5.1 HbAlc. JiRE B 4HMIThREFEEL (HOMA-B).
Ji 5 RIEHIEE (HOMA-IR)  VAIT AT R A L AR
TERL A 717 1) BK-1200 7 A= A6 40 1430 &% 6 4 B4 Ak
g GRFAEIINE B E RS /R A A 88 if 2%
FPG. 2hPG /KF, HbAlc & & =HlE 5 1)
JL-760 ZLHREAL I 21 8 4G e, AT B 58
e AR s GRARIE3ae B g eI YD .
iz RS HERIEEE (HOMA) BFEES B 4
IBEFE R [HOMA-B=20 X FINS/ (FPG—3.5) ]. JiE &
EIEPTIE L (HOMA-IR=FPG X FINS/22.5), FINS #&
THEESER.
1.5.2 MRS 8 AR R AR A R 2
LBY-N7500A A I 3 A% 73 B AR il i 25 i S 266
(PV). ZL4HMISRAETRE (EAD . ZL40 A 454k
(EDD ML giftbss (HCT).
1.5.3 IMiE2EE T IR 7T A S U R s I e ik
I, 4y SR AR EE R HM-SY96S Ui
B 5 13 iR SR AE R 7o (TNF-0) 7KF, 35
& (ISt ¥ E N EERAY), EH Hilg
FERFAT] 320A AT W43 5606 BE v if i — %Ak
& (NOD. BEAYE ALK (SOD) & A % (MDA)

ACE, W5 J7 5 B IS BRE SR B . T RA A AL
Bk, AL ZE, R E LS E A
Y, AR G Ul B kAT
1.6 TREMNYE

OB YA A R R AL o
1.7 GtZESh

5P Gi i3t SPSS 24.0 AbFRERE, 3% R
PAE SR, AT 215, HERRLL x+s #oR,
1T tR .
2 #R
2.1 PRLAPETETT LB

BITIE, WBITHEARE R 94.3%, B A
1) 81.1% % i (P<<0.05), W% 1.
2.2 PRLAPER IS AR D INRERFRELER

EITJE, Widl FPG. 2hPG. HbAlc /2 HOMA-
IR #4 5 3 FA1IK, HOMA-B JIj34) {2 35 4 155 (P<<0.05);
HLIRITHSE R EE (P<0.05), Wk 2.
2.3 FAMBRTFIEIRELE

BT A, AR Z4 PV, EAI. EDI.
HCT {E 352 K 697 R (P<<0.05); HIHLARIT
M eEFEEE (P<0.05), W% 3.
2.4 PHEEEITE TNF-0. NO. SOD #1 MDA 7k
PR

YEIT G, PALINTE TNF-a. MDA KT E# T
B, IfjE NO. SOD /K-F¥&EE TR (P<<0.05);
H¥BI7)a, EIT 4% TNF-o. NO. SOD il MDA
P ECE RN AR 225 (P<<0.05), JLEE 4.

*1 PAEIRKRTHELR

Table1 Comparison on clinical efficacy between two groups

ZH 5] /{5 BRI 3% Tk A B I%
X & 53 23 10 81.1
BT 53 27 3 94.3*

xR R "P<<0.05
P < 0.05 vs control group

=2 FHAERSRESIEEREE ( X £s )

Table 2 Comparison on glucose metabolism and islet function indexes between two groups ( X £ )

My nMl BT FPG/(mmol-Ll)  2hPG/(mmol-LY)  HbAlc/% HOMA-B HOMA-IR
SR 53 VAYTET 8.97+1.81 14.95+2.34 8.41+1.24 42.3549.14 417+1.11
BIT A 6.71+1.35" 9.80+1.63" 6.48+0.75" 60.55+11.07" 3.27+0.75"
B 53 AYTHD 9.1341.94 14.88+2.19 8.2741.09 44.0148.47 4.20+1.05
RIT R 5.98+1.16™ 8.95+1.44™  6.12+0.63" 75.26+9.83"* 2.49+0.59™

HFRABITATHE: "P<0.05; SXIMBAIRITFHLE: 4P<0.05

P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment
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#3 PERREFEMLEE ( X*s )
Table 3 Comparison on hemorheological indexes between two groups ( X £S)

A nipl VSR PV/(mPa-s) EAI EDI HCT/%

if R 53 JRYTHD 2.08+0.49 5.25+1.03 1.25+0.39 55.41+5.09
R 1.60+£0.37" 4124071 0.87+0.23" 48.66+4.34"

=pid 53  IRITHT 2.11+0.53 5.22+0.98 1.27+0.40 54.68+4.97
WBIT )G 1.3840.28™ 3.69+0.55™ 0.68+0.19™ 43.11+3.85™

HFRMERITATIE: "P<<0.05; HXHHAIGITFLLE: 4P<0.05
“P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment

%4 PFHLAME TNF-a. NO. SOD 1 MDA 7k LS ( X %S )
Table 4 Comparison on serum levels of TNF-a, NO, SOD and MDA between the two groups ( X S )

P57 [ V27 RV =43 TNF-o/(ng-LY) NO/(umol-L1) SOD/(U-L™Y) MDA/(umol-L™1)

payisl 53  VRITHT 64.25+11.44 26.12+5.27 82.26+11.20 5.97+1.36
BTG 40.12+9.38" 35.54+5.18" 93.47+12.48" 4.80+1.04

RIT 53  JRYTHI 63.77+10.85 28.10+5.08 80.35+12.33 6.01+1.42
BIT R 31.03+£7.65 44.36+4.97* 101.55+10.43™* 4.13+0.86™

HRMRITATHE: "P<0.05; SxfHARITFEHE: 4P<0.05

P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment
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