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BV, XIFKSEY, kaish Y, woeakY, x| HY, Fooke
(DHEBHTEAARERZFTH, WA FH 266041;2)F 5T T LEKRKREBAMNG T PO,
3)HA—F, LA FE 266071 4) T BEARERRLERERF, LA Fd  276000;
S)HEHRFWBERELAH, WA FH 266003;6)F 5T HAAR
ERHLAH, LA FH 266041)

(FE] Hih MR e SRsdid: B 53 A B R B IV A 781097 38 BE 2 MR I i (non—erosive reflux
disease, NERD) H IR BN R WX . Jiik dEHL 124 45 NERD 2%, RABALEFE R L HWE A 62
BF B2 62 ). MRS T & SRzl i, SHIRAL YA TRl BB R EE IR B, JP R 4 /. X
I T2 JEHT & (helicobacter pylori, HP) FH%E Y B3 3 — B ARBRHP, HoEE 2 4UBE IR IRIT L. RO BRI 4
% (reflux disease questionnaire, RDQ)PF43. VG 2% LR MEHR BT 1t #84X (pittsburgh sleep quality index, PSQIL) ¥F43. AT
A G B pHIEZE Mk . HP IREBRBER AR M A LR, 858 MEHLGHER T RA(P<0.05), WHEHIE
57 )5 RDQ 4K TR IRZH (P < 0.05), WMELLIAITIG PSQLITEAME T3 IRZH (P < 0.05), MELHIAITIG pH < 4 )
TLRKEL. > 5 min JFKECR pH < 4 B RME T X B4 (P<0.05), VZE4] HP RERR & TR A (P<0.05), W
LA AT IR oA, MR R CRICIH B 25 (P>0.05), 58 FEIRIT IR GR I, & SRIRinhiE
RS R EERI IR o, PR B, ATHGEIRIT R, SRR, RS HPARBRER, JFAEIA K.
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A Clinical Study of Vonoprazan Fumarate Tablets for the
Treatment of Non-erosive Reflux Disease
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[ Abstract] Objective To study the efficacy and adverse reactions of vonoprazan fumarate tablets and
esomeprazole magnesium enteric—coated tablets in the treatment of non—erosive reflux disease(NERD ). Methods A
total of 124 patients with NERD were selected and divided into treatment group( 62 cases) and control group( 62
cases) by random number table method. Treatment group received vohoprazan fumarate tablet, while control group
received esomeprazole magnesium enteric—coated tablet, and the course of treatment was 4 weeks. HP was
eradicated in helicobacter pylori( HP) —positive patients. The clinical efficacy, reflux disease questionnaire( RDQ )

score, pittsburgh sleep quality index score, changes of esophageal pH before and after treatment, HP eradication
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rate and incidence of adverse reactions were compared between the two groups. Results The treatment group
showed a higher overall effectiveness compared to the control group( P < 0.05). After treatment, the RD(Q scores in
the treatment group were lower than those in the control group( P < 0.05) . Similarly, the PSQI scores in the
treatment group were lower than those in the control group( P < 0.05). Additionally, the treatment group exhibited
fewer reflux episodes with pH < 4, reflux episodes lasting > 5 minutes, and a lower total time with pH < 4 compared
to the control group( P < 0.05). The eradication rate of HP in the treatment group was higher than that in the control
group( P < 0.05). There was no significant difference in the overall rate of adverse reactions between the treatment
group and the control group( P > 0.05). Conclusion In the treatment of non—erosive reflux disease, compared to
esomeprazole magnesium enteric—coated tablets, vonoprazan fumarate tablets show significant efficacy, improve

sleep quality, provide stronger acid suppression, increase the eradication rate of Helicobacter pylori(HP), and do

not increase adverse reactions.

[ Key words] Vonoprazan fumarate tablets; Esomeprazole magnesium enteric—coated tablets; Non—erosive

reflux disease

Ik BE B2 P I 3 9K ( non—erosive reflux disease,
NERD) 6 A [ 2 . ety . B I Y508 S e IR A
B G A B ARG I T S IR S R B — e Il
IR UL, RIFZEAE T, B2 W15 (proton
pump inhibitors, PPIs) =78 J7NERD M % FH 254,
SRIMA SR B RH 5 NERD X} PPLs 397 Y 5UR
AW R . & SIRARER A R 2 1 R HT R 2 FE
WA, AT R Ay 2, 2019 AEFE R E LT,
MR RO E R, HiiH IO e I s &
MARERIA: 5 PPIs 7E3RYT NERD HARCR . A
9T B TEULES & SRR hiA: i 5 3 w) B SEhr s
MR R AR T7 NERD Hr RCR BN RO HE o

1 #ZRETE
L1 —RER

$ 2020 4E 8 H & 2022 4E 3 ATER BT\
NEREBSAITHY 124 1] NERD B EVERIFIE 4.

AHIFFE A 1 15 e B 2418 P by 2 it i (QBYLL-
KY-2023-031), BHEMIGEIFEERZ . R
MUEL 2L OIS A AR B2, 45 62 1, 24
B . AW . B BT 5 4E 28 (body mass index,
BMI). WAl . ki . HP YL &R — %R b5,
EZRHTGEITHE (Y P>0.05), WLE1. HA
PRAER:(1)18 ~80 % 5 (2) IR . HeO B H )5
PRI RE R AL 3 A4 H HHERR O 1l A 3R 58 BV R
ey MM ; (3) B Sk o &R B 5
(4)ESEMI3C FFARES, Kt 25 AR . HEBRAR
HEST (D)X E SRR R . SCR) B SR e gk
Wit h . B8R, R RERR . WGRWH
JEHEATART 1 Rt s s (2) ™ Em ROl S
DIReAR 2 LA K N4 i (8 5 (3) AR AR S8 A8
Hi (40 KBRS ARBEIEH ST EE; (5)
B A E EEm B E; (6)1 HNR
Mamm., S ARS8k &,
(7) 2 B LIRS

F1 MRAMMBA—MBLLLE [(X+5/m(%)]

Tab.1 Comparison of general data between treatment group and control group[ X + s/n(%)]

215 PN (B /) () BMI (kg/m?) W KIH el HPJE Y,

WA 27/35 57.74+12.81 23.86+2.58 10(16.13) 12(19.35) 34(54.84)

X R 2H 24/38 56.79+11.29 23.1242.27 9(14.52) 13(20.97) 32(51.61)

e 0.300 0.439 1.689 0.062 0.050 0.130

P 0.584 0.662 0.094 0.803 0.823 0.719

1.2 Ak W B fig s e (T 34 ) R 245 23 W) ) 20 mg/ ik, 4TI
W2 T & DRkl P A B (takeda  2P/NBTEIR, 2%/d, SR 1A, 1 AXEE

pharmaceutical company limited,  hikari plant) PEATRE DT o X F HP BH: 85 25 7 b v DU AR [

20 mg/U, IR, 10/d, XFRREALLE T 3R OEH

HP 75 %, WUEEA177 % (55 T AR R LA 20 mg 2
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Wi, PISEPGR i (IR EPEZL AR )L g
2, AL R SR R (VLI 1 i 5 25 4 H) )
0.5 g 2 W/d, HIRRERELH B3 (AN ERHI 25T )0.6 ¢
23R/d), X2 5 58 (3R] BSE fr s BE i %
20 mg 2 K/d, BUSEPRMRESHE 1 g2 IR/d, SehidER
GRR 0.5 g2 /d, FETREMTICEE 0.6 g 2 IR/d),
RER HP YRR 14 d, 15255/ 1 A B4 13C I
Ak .
1.3 MEFEHR

(1)2 20 B35 B R T 250 WA 4 FNXT R 2 fR 3
YT 1 A JEBETT B R . Ba0 BRI S I RE
Ko BAFRIERIEAN K, R 2D 75%;
A RRINAE RIS T 2 %, R FR 25% ~ 75%;
TeRLFR A RE IR B AT T I s e E N, R
BT 25%., BABCR=BHR+ARE; (2)24
B0 RDQ P4 R YT R MR YT R XS 4 M
XL B F AT RDQ 143 . OMRIEERAIIRIC ST
Bels . Wadi . SRR R A, AR “ KRB .
I <1d, 1 1d, 1/283d, 1/]4%]5d.
JUPER” 5RC 0. 1. 20 3. 4, 5% QKIE

RIGEIEIC S TR, B AERR TR
B0 bs “WIEL, MURMRZET T34 <k

WUE, KWRZE” 054 “aEk1mMm3nz
] 7 382485 “3MSAZE7 0 455, SR
PR BRI A 55 20 43, AT 40 435 (3)2 4148
W PSQLIT A3 A7 1T SR TT 5 43 ) 2 2
17 PSQLIFSY, PRUIAYT A G ARG BT &, R
A1 B LR AR O BERR VB AR 4] . RRaeie )4 7
NHEF, B0 ~ 3 %5y, Bk 21 4y,
B =8 M R EAR AT (4)2 B FIRIT TS
B8 pHAEARfL: Y7 BT AR YT 1 H 5 40 Bl E
pH g R AL (B 5.SYS—pH; | K. L TR
A RA DA pH < 4 RFIKE . > 5 min
R B pH < 4 Bsla]; (5)2 4 B f) HP AR
Fr32:2 20 /8 5 HP L5 45 T AR HE PO B AR B HP
&, W HPIFRE N 14d, 525 x /01 24
13C PR ES , BAF 13C WA B M 26 B o
RER, MRBRR=ARER G 2 A HP % o B i 151 %0
HEFA T HP BFHPEBIEL x 100%; (6)2 41 F AR
SR KA R G 4] Ko IR F IR T R &
IBITIEAFIAS ROV B, THE SR B ROV 3
1.4 St

i FH SPSS22.0 X Bl 47 M, THEFORHL
(x+s) R, RAMSIFEA K5, THECPR
(n(%)] Hidk, KA x>k, P<0.05 NERA

it m L

2 &R

21 2HEBEN—MEBILE

24 BB PER] . Y. BMIL W L PR
HP B — iRt b, 258t w2 (P>
0.05), W3 1.
22 2AHBEERIRKITIEE

WLEE A B R A 93.55%, T TN BEZH )
75.81%, ZFAGITHFEX(P<0.05), W3k 2.

x2 2HBERTRERTH (2(%)]
Tab.2 Clinical efficacy of two groups of patients after
treatment [7(%)]

Eipl no B ARk TR BARCR

WMEEA 62 34(54.84) 24(38.71) 4(6.45)  58(93.55)

XTHRZH 62 29(46.77) 18(29.03) 15(24.19) 47(75.81)

7 / / / / 7.521

P / / / / 0.006"
*P<0.05,

2.3 24HEEM RDQIESELE
W EEH VG Y7 J5 RDQ P4 F X R4 (P <
0.05), W3,

*3 2HEEFERTHIE RDQITES [(X£s), 4]
Tab.3 RDQ scores before and after treatment in the two

groups [(X+5), points]

215 n apaill BITE

WEZH 62 17.136.11 9.03+3.28

payiisei:) 62 16.81+5.59 10.48+2.86

t / 0.307 -2.624

P / 0.760 0.010"
"P<0.05,

24 2EEER PSQlIESLEEE
WA IG )7 J5 PSQL VAl T X B4l (P <
0.05), W34,
25 2HEBERITHERE pH ETLILR
MELIGIT )G pH < 4 RKEL . > 5 min
UCBUAN pH < 4 BB [RMIE T X A (P < 0.05), UL
=5,
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R4 2HBEBTEEPSQIES [(k+5), 5]
Tab.4 PSQI score before and after treatment in the two
groups [(X+s), points]

2851 n IRITHT BIT IR

WMEEH 62 7.90+2.51 4.76+1.89

pagiisEic) 62 7.85+1.57 5.95+1.74

t / 0.129 -3.660

P / 0.898 <0.001"
P <0.05,

2.6 2HBERHP BEEENRBRRILR

WL ZE 20 HP I AL R 38y 91.2%, = T X IR
Y 62.5%, ZRAFKITEENL(P<0.05), W
%6,
27 2HBENBARREEEERLILE

LA B 1 5], RETS 1), RERK 1,
SN BN R AR 4.84%(3/62); Xof B4 ) PR
L2, W LE, Sk 26, BORNRE RN EE
#.8.06(5/62); 2 LA RN &R ICH I 2% 5
(x2=0.534, P=0.465),

x5 2HBERTIHERE pHEWENK(X£5)
Tab.5 The changes of esophageal pH before and after treatment in the two groups of patients( X+ s)

a5 ) pH < 4SRUAL () >5 minU IRE(U) pH < 4,55 7] (min)

b Al RIT IR IRITHT RIT IR TRITH HIT A
pUkzs::| 62 28.37+8.71 11.16+2.57 5.76+2.41 1.69+0.86 74.84+12.30 16.81+5.02
X R 62 28.05+8.15 13.02+5.36 5.42+2.27 2.87+1.15 71.77+11.23 23.97+6.17
t / -0.213 2.457 0.804 —6.447 1.449 -7.115
P / 0.832 0.015 0.423 <0.001" 0.150 <0.001"

*P<0.05,

R6 2MAHEEHP BLERBE(%)
Tab. 6 The eradication rate of HP infection in the two

groups of patients (%)

n

W weE ARReE )

WLEELH 34 31 31/34(91.2)

pagiieEe) 32 20 20/32(62.5)

Ve / / 4.030

p / / 0.045"
*P<0.05,

3 iTig

NERD K&y 5 B &4 R 50% ~ 70%7,
5% U IS I8 2 V206 e o DL R 5 L TR0 B R tR 4
BRI EI6Y7 NERD fed FHEO 5 6, FEA b
WG RE AR NERD SR . SOtk s Bl B, 302
¥ I A o i T RO R I, £ A R SR
(AR S BRI 0 A g 1Y 3R BH PPIs AT B I )
% NERD FUSEAR , SRT PPIs A7 NERD RYIG AR
i, KIS B0 FAE . Bl MK EYS
IR R, S48 1 % NERD j4 @R

i HAS KRN D B AR 25 P X5 I DR 43 5

B SRR R A AR L R R R 2y, T
L s PRI HY7K —ATP [, I 300 1 B R 43k
AR WS, 1.5 ~ 2.0 h 7] 34 380 5 oA il 3% vk B
HW ez g ysgm/h, ml Sk A RE 241 T
BAE, CEEWIKIL oW, EHAPBINER . A
TR RS . TEIRIT RO R A &
B A A R0 5 pPls %k, 24 PEAH MY,
Koy 141 R E DR R P AL R IR T IR
SR B R IT YA T PPLs, 2020 4F H AR
1 58 7 R TCIETE LG 25 5 24 h i8S JE T R0 R
Ae)1, & SRR hi A R AR T LRI A
LU R a7 s SRR B SR e
PIBEE B s AR YT B A RO T E 2
RN E DIRRERE R WERE A R, AT
BEREGER, “etlE.

AW IR BT A NRE B2 H) 124
1) NERD 35 Bl AL 43 O SR AL Fn X FR 4, SR &
R Rt pi A i 5 SR SR M B A T I AETR YT
NERD H R BN RN . S5 R, WER4dl
MARCR R TR, WEA RIS RDQ PE/AMIK
TX R4, HEFEFHEE SRREN AR T
YR B SE R B v R A, K, R
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R o aREFHED B ST I B RO B R
R BEAS  & AER I s T B R, B
PEHTIT « LSRR 400 i 5 KW NERD & &
FEHEAR PRI 00 m T RO B REHE . AR
X NERD i # BERCIR AL 708, WLERZH A R4 v
I A AR AEAE BE AR B AT, WAL LR YT f7 PSQI V4>
T XTR4], XATREM T NERD B &) i BLRn]
MR S H & AR U, T SRR
FFREAINIR , T 3R R ) ) B R 43, AT
oSt MEHR T B . AT o AR AR YT S pH < 4
FOMAREL . > 5 min SCFUIRECH pH < 4 S ]G
FXF A, RIS DR 3R e
MR EE A R IR /E T . HP RG] 51 B R |
THALME N . W R S Y, AR BR HP 1]
R ARG 5 ST g A % 2B RUBR: 20, 2016 4F H AR Hp
Y HAE 2 R B SRR R A R TR
R HP B —FayT 259, 250 H A IR 58 3
B, &SRR AETERER HP B AR S T
PPIs, i3z PEAcar 24, & E i U B AR B HP,
AWFGENE 2 4R rh HP e 3 25 T 45 v DU B AR
Bk HP 5%, S5 LIS HP AR BR R m 5 i
A, RN E DERAR B A RV R TR 24 A AR BR
HP J5 1 L3 Al e R e Bt I s A L. A
5T X WL Z 20 A% BR A AR IR YT Th FA YT e H B
AR RN HEAT S, AR BN CR T ST
XS RWE SERRGERA R R 1R R
fRzy, JEASHIMBENAN RN, et

R LT, AEIRYTARBE RS RO T I, B
LR AE R 5 30 A B SE R e B A 5 R xE L
JPRL R, TR REIR TR, R, R
HP AR BRR, HARRIMA BN, (A IR
i (HRAM AL — R R, RFRE
— IR HULIRSE A RO 2, RSk
TEZLZ Pl . KREEARMIGIRIIZE, NIEBEREPE R
T R YR T R T A A AR
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