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I E R TEGITA 5 L () P>0.05), W5 R TC29 A R % Logistic [IEBAIEEIR , & % 1ICU
W & SUB IIfEREIR ZR (3 (OR) =4.52, 95% A5 IXIA] (95%CI) 9 1.06 ~ 19.23, P=0.042 ) ; % SUB
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[Abstract] Objective To analyze the efficacy and safety of roxatidine in the prevention of stress ulcer
(SU). Methods The adult patients admitted into the intensive care unit (ICU) of Fu Xing Hospital, Capital Medical
University from October 2017 to March 2018 who had stayed in hospital for = 5 days, required mechanical ventilation >
48 hours and had risk factors for occurring SU were recruited as the study objects. The patients were randomly divided
into an experimental group (rosatidine group) and a control group (omeprazole group). Demographic data, acute
physiology and chronic health evaluation II (APACHE II') score and sequential organ failure assessment (SOFA) score
on day 1, 3 and 5 after enrollment, the situations of enteral nutrition support and gastrointestinal bleeding were recorded.
The pH of gastric juice and the time ratio of pH = 4.0 within 5 days were compared between the two groups. Before the
first administration and after the 5th day of final administration, bacterial cultures of gastric juice were performed, the
pathogenic bacteria were tested and the examination results were recorded. Fecal occult blood was detected on day 1,
3 and 5 after enrollment. The incidence of adverse reactions, the times of ICU stay and total hospitalization and 28-day
prognosis were recorded. Logistic regression was used to analyze the risk factors for the occurrence of stress ulcer
bleeding (SUB), and the degree of disease severity, organ function status and feeding amount of nutritional support
treatment between the patients with and without SUB were compared. Results A total of 36 patients were recruited,
18 in experimental group and 18 in control group. There were no statistical significant differences between the two
groups in gender, age, body mass index (BMI), APACHE II score and SOFA scores on the 1st, 3rd and 5th day after
recruitment, average pH value of gastric juice in every 24 hours and the time ratio of pH = 4.0, the numbers of cases
treated with enteral nutrition and of cases of gastrointestinal bleeding, lengths of ICU stay and total hospitalization and
28-day mortality (all P > 0.05). No adverse effects related to the drugs were found during the study. Logistic regression
model showed that hypertension was a risk factor for the occurrence of SUB in ICU patients [odds rate (OR) = 4.52,
95% confidence interval (95%CI) was 1.06-19.23, P = 0.042]; there were no statistical significant differences in
disease severity and nutritional support feeding amount between patients with and without SUB occurrence (both P >

0.05). Conclusion The roxatidine and omeprazole injections have similar efficacy and safety in inhibiting gastric acid
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secretion, controlling SU and gastrointestinal hemorrhage, etc. aspects.
[Key words] Stress ulcer; Gastrointestinal hemorrhage;

Roxatidine; Histamine-2 receptor antagonists

Proton pump inhibitors; Intensive care unit;

Fund program: Beijing Natural Science Foundation Project (7162199); Key Specialized Projects of Major

Epidemic Prevention and Control in Beijing (2021-135)
DOTI: 10.3969/}.issn.1008-9691.2022.03.016

NP7 (stress ulcer, SU) S 1 B 4 AY
WO RAE, 2R 3 ~5 d R4, DECT 2 A
FEAT RN — LB i s AL, T
AT HIBERAL TR E R AT Ik 46% 2 MR T Y
SU &AL, B ETH o SR 5 X — S e AR
W SU A RR G 7 #5201z A m L TR Su
U2 AT IR 2, | HURR 24 A B BR3P 7 3 Ao,
PR 2411 18 ZE IS DR3P 0 R AR SU ARG H it XURS: A &%
BN K g2 40157 ( proton pump inhibitors , PPI) 1
2H W 57 AR 35 1 7 (histamine-2 receptor antagonists,
H2RA) ZRATFISF IR 25y, Hob PPT S L9 B
#F H2RA V'L {HSZ, PPIAYIAITRCR S H2RA L
ARG ERLSE . BB T #H—1C
2 ARSI ZE 259 HI T 1) B A3 SU Y i
IROFFEED o ARG & AR BLAE 475 P (intensive
care unit, ICU) 1 E2& SU /& f& PRI B9 E0AE 725 v H
BT BT, -5 B hrme EATXT L
A3 A B R OK P LM 5t 97 I (stress ulcer
bleeding, SUB) S AN R S Y & A AF L , B HAE T
Bl EAE S5 SU Bl AR RCR S 4
1 BEREHE
1.1 R 6. P 2017 4F 10 H % 2018 4F 3 A B #
BERF R A7 i B2 24 EE B O S M A TS 42
L1l AR : O iy =18 % ; @ Fitit ICU fE
BRI =5 d 5 @) HA SURIERINE
1.1.2 HEBRFRE : O X255 i s @ 0 B A
TENAEE >24 h; @ BIHAE T RS &
HBEEZGY) ; © B YIBR TR EE R A L i
6] 3 © A BB THER S s @D AT 3 d EH
it PPI S H2RA 28251 12 18 3l )1 24 12 E R AR g
5 @ AREMN 2 B ; @ MIE R A .

113 HlERbsiE : @ ICU fERER Rl <S5 d; @ AR
HUEWbRA <8 1> s @ JBE himiB IS .

1.2 PO R B
SIS A A IR . A FHER IR VD T ISR TR
75 mg ¥ T 20 mL A= FRER K D2 1E DK HEE, 2 [R]
B 12 b5 X A2 B8 SE R mE 40 mg ¥ T 100 mL 4=
FRER K ki 3 30 min, FHZGIA]BE 12 he

13 W55k

131 A5 SRR R AR A - R LS |
PO AR | B RBTR A ICU 22 W R IER
25 HERI | SR AR S SR A AR BT 1T
(acute physiology and chronic health evaluation II,
APACHE 11 ), ¥ BH 48 B IIHE 3 41743 (sequential organ
failure assessement score, SOFA ),

132 ARACRAE . O HZGHT HE T RG22 h &
£ HECE W1 ~2 mL, A pH X 4800 & E W
pH fE, L& 5 d, B A 60 NI ] (T1 ~ T60),
Q HHZHT M 2 5 d Je kA6 B W 20 TR R A7 s
Fro @ HIZY 1,35 d ;EAGSEMEHEAT IR LIS

133 EIRSCRHAYT - 3 IR 2016 AR 6 HAE A
FE R IRRIT I S AR AT AL
FRRIT CFALL 5 d NRB AT N E I8 3R &
HAT I

1.3.4  BEEBECER A . AL 5 d N2 A0
BB (e ke e ) K H 3R

1.3.5 Zhmdatn . © FELE)R : A S d WA
518 A pH ${E . pH =4.0 I [E] Hofs] &2 SUB
KM, SUB FIEFESCHR [ 7 ThrifE. @ KBS -
JECAT ICU | ICU A1 BE ] K S EBEmTTE] L 28 d i
FEAR BATBETRIERR 5 515 K HEAT e R SRR3R A TR
YeAZGPAH A R F

14 ABHE  ARWPS A AR BE R R i I 52 % B B
PR AR L L 2ot (45 : 2017FXHEC-KY072),
167 R Bers i BB RS R 2

L5 Siit4r#T : SR SPSS 22.0 B T HE 43
AR BR T ORI G IE S A DL £ R
(x +5) F7n, 1] EBCR T 22904 5 JEIES 0 A
DL 50 (DU 80 UM (Qy, Q) ) 3, AR HE R
KBRS . THECFORH IR (%) 27, 4118]
FLECRH x K. SUB FER IR MR H Logistic
B ; P<0.05 H2ZERA G

2 & R

2.1 OB (R 1) R B 218 4], A A
VEbRE O3 191, HEBR 45 1], Ik 12451, e 2 N4 36491,
Bl 3 Ay i 20 O HRZH, B2 18 1), PRZ IR E A
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2248458 . APACHE 1T ¥F43 . SOFA PF43 kiR
I FERIERR L 2 R g 2r 5 L (Y P>0.05),

ICU PN PR i B2 97 5 it it g8 3 3t 5 1), Hob s
2H 3 41 (16.67%), %t FE2H 2 5] (11.11% ), ¥ 2H H 558

ST E XL (P=1.000),

22 JRITEER(R2) . MAHBREAH S dNEBE
I AT BB B I EIRIT a5 R LR 2 R e s
R (¥ P>0.05),

K1 FAHICUEEEE—RARLLLE

IR Xof HE 2 X’/

o
XAt (n=18)  (n=18) ofg M

TPEH (%)) 6(33.33) 10(55.56)  1.800 0.180
A (8, v ts) 81.83+ 9.95 78.44+12.87 0.781 0.383
B (em, x+s) 162.67+ 8.12 165.44+10.07 0.830 0.369
W FR (kg, x+s) 61.56+11.46 60.61+11.84 0.059 0.809
BMI (kg/m’, x +5) 2322+ 387 2206+ 3.37 0935 0.340
APACHE o5 2339+ 7.10 2478+ 8.19 0.296 0.590
(43, x+ts)
SOFA P43 (43, v +s)

Ad1d 7394345  8.11+424 0314 0.579

A4 3d 6.44+343  733+451 0442 0510

A4 54d 6.72+420  7.11+430 0.075 0.785
KR E (] (%)) 1.915 0.590

=573 8(44.44) 5(27.78)

ARBEH AR 7(38.89) 11(61.11)

HoAbB= 1( 5.56) 1( 5.56)

FSS Y NEEIN 2(11.11) 1( 5.56)
FELW (H (%))

JHeTEAE 4(2222) 3(16.67)  0.070 0.789

IqikESTs 5(27.78) 4(2222) 0.058 0.812

NP R 555 0y 3(16.67) 4(2222)  0.066 0.808

FeteN i 2(11.11) 3(16.67)  0.139 0.712

AEERER A 4(2222) 5(27.78)  0.097 0.756
FERtEE (1] (%))

PR ZEM S 2(11.11) 4(22.22) 0354 0513

T 9(50.00) 6(33.33)  1.029 0310

fe I 13(72.22) 10(55.56)  1.084 0.298

2 AU R 8(44.44) 8(44.44) 1.000

SEERpR 3(16.67) 5(27.78) 0216 0.691

18 B I 2(11.11) 5(27.78)  0.592 0.402

23 FELERER

231 HIE pH EMEMEE R (K3, K 1):3d X
W pH 7K Fms s TR 4L, 3 d J5Pide pH fh<k e
R AT H S, BR T29. T56 . T59 3 /NHE] 4k, H
R MR EE L (3 P>0.05). PH4LEH
5d N4 24 h N E W pH=4.0 IFE] 5 e &% pH (B
R as pH {ETE 24 h WHEIATIAE] 4.0 UL,
pH=4.0 B [H] 17 . 48 h NF4K 5 80% LA I, B4 b

B SRS THETE X (3 P>0.05).
650 — am  — WA
6.0
5.5
i
— 5.0
[s]

4.5

4.0

3.5
24 30

kiR (h)
1 Wi ICU BEHEREANFAE & B pH 22 L%

36 42 48 54 60

232 JHAGIEI AL (K 4) PG H A 1.
3.5 d WS Im PHPESR . A 415 d ICU N SUB 1Y
KM R PL R H I 2 H i 22 R TR Ge T2 E i L
(¥ P>0.05),

24 RELS)R

241 WJEHEFR(ERS) AR FH ZE T 1CU.,
1CU A BE T[] Bz S A BB 1] | 28 d s S8 B A Be g
FEAR LA 2 BTG5 X (35 P>0.05),

242 AR RIS AR LA AR
PRI SCHIHT R IR . AN TR R FR 45 5 ICU N
B IR R AR B AR BE A TR AR, L DA 22 ]

x2 RAICUEEREENASd NERIIFRT RERFMRATERILLER

5 15155 BIRIHE (B (%)) VR R R MR H R
(%) 1d 24d 3d 44 5d (il (%)) (mg, M(Q.,0,))
Vx4 18 1(5.56) 11(61.11) 12(66.67) 14(77.78) 14(77.78) 7(38.89) 40.00(0, 75.00)
X HE 21 18 2(11.11) 10(55.56)  14(77.78)  14(77.78)  14(77.78) 6(33.33) 40.00(0, 66.67)
Y/ Z 14 0.011 0.114 0.554 0.000 0.000 0.124 0.573
P1H 1.000 0.735 0.457 1.000 1.000 0.715 0.423
*3 BMAICUEREERENESdABER pH BEXENERER (x£5)
K pH=4.0 (] 5 e (% ) pH {H
21 51
() 1d 2d 3d 4d 5d 1d 2d 3d 4d 54d
WL 18 0.69+0.33 0.88+0.32 0.90+025 1.00+0.00 0.98+0.08 4.42+0.68 5.13+0.89 530+0.94 566+0.62 5.70+0.61
YTHRZH 18 0.75+ 035 0.91+024 0.99+0.05 0.99+0.03 1.00+0.00 4.56+0.93 5.52+0.99 570+0.69 5.76+0.53 5.81+0.55
t{E 0.303 0.112 2.284 1.000 1.000 0.251 1.524 2.124 0.265 0.302
P 0.586 0.740 0.140 0.324 0.324 0.619 0.225 0.154 0.610 0.586
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'fi(G’)ﬂ‘Eﬁ#ji A5 4 SRR BRI T | iR TE ER A
B | 2 N ST L BRI T i S R IR Ay R 55,
&%Bé}%%”ﬁwﬂji FEPE (G) BRE | FT 58 MR

B, 2R JE 0 Hoe B e R 20 W A Al i
550 HRZH PR B2 AR S A R

2.5 SUB fafa Rz

251 BERIERG (% 6): ICU N R SUB B E S

I 1A A A 5 AR 2 A SUB % (P<<0.05),
HoAth LAty 5975 MBI H A 22 SR8 T G 24 (2

P>0.05). Logistic [MIEAAIE/R & 1R 1ICU N &

A= SUB BfEk: 2 (a3 L (odds ratio, OR) =4.52,

95% AJ{Z[X 8] (95% confidence interval, 95%CI) Ky

1.06 ~ 19.23, P=0.042 ).,

252 PRCHEREE (£ 6): kA4 SUBHSALA

SUB 414 APACHE I 343, A4H 5 d P SOFA 3
oy ZE R TG TR X (3 P>0.05),
253 EFECFMFERE(RT) A4 5d N SUB &
MR B SUB (BH B W E R R = L 22 53
Teg it B L (¥ P>0.05),
I &

SU JEfEHAE 85 15 ULIRIRE, SUB 43 IR
I P I A S PR A B K I (clinically
important GI bleeding, CIGIB)3 fﬁlﬂ%iﬂ!m,ﬁﬁP CIGIB
fEE TR, PEE IR TS, A EEE A X
— S TG RERCR L SU YA S fe h B, 3
RARE , A4S PPL Rd FH B RIS i Ak 38 i A% &
AR AP A PR R TS A AN, LU
FE T AN B4 L3 A H i RURS: St J5 B A1 2R 11

®4 TRERBAMAICU BEEBENATE A ] 5 E 4 E H IR 8

i T 2k (6 (%)) AH 1d (#1](%)) A 2d (#](%))

B () Adl1d A4 3d A4l5d I FedEhim R 7t Ptk R
G4 18 7(38.89) 8(44.44) 10(55.56) 11(61.11)  7(38.89)  0(0) 10(55.56) 8(44.44) 0(0 )
okl 18 3(16.67) 9(50.00) 11(61.11) 15(83.33)  3(16.67)  0(0) 12(66.67) 5(27.78) 1(5.56)
x 1 2215 0.111 0.114 2215 2.267 0.000 2267 2.253 1.156
P 0.137 0.738 0.735 0.138 0.113 1.000 0.125 0.367 0.509

.- {15 A 3d ($1(%)] AL 4d (Hi(%)) AZL5d (#1(%)] 1CU PyR4: SUB

- (f51) & 758 cta 1 2 11 ¥ Bk R ¥ BB K (#1(%))
R4l 18 10(55.56) 8(44.44) 0(0) 8(44.44) 10(55.56) 0(0 ) 8(44.44)  9(50.00) 1(5.56) 11(61.11)
XFHEZH 18 9(50.00) 9(50.00) 0(0) 7(38.89) 10(55.56) 1(5.56) 7(38.89) 11(61.11) 0(0 ) 11(61.11)
x 1 0.111 0.111  0.000 1.453 0.000 1.156 2.113 1.676 1.156 0.000
P 0.648 0.738 1.000 0.597 1.000 0.506 0.179 0.348 0.513 1.000

K5 AERAMWAICU EEEETSIEIRER

5 % 1cU NAETS 1CU {EBEHT i A IcU B AET S E R[] AZH 28 d FET=

- (f5i]) (il (%)) (h,M(Q., Q) (] (%)) (i (%)) (d, M(Qy,0y)] (#1(%))
R 18 4(22.22) 241.50(121.38, 442.38) 9(50.00) 5(27.78) 28.00(13.00, 44.00) 6(33.33)
popiEil 18 3(16.67) 462.67(290.25, 610.33) 11(61.11) 6(33.33) 32.00(17.00, 98.00) 4(2222)
x1Z 18 0.177 2.733 0.450 0.396 2.684 0.283
P 0.674 0.116 0.502 0.529 0.112 0.595

=EXRYE SUB @4 ICU EfE 2&EMM&E%w K& APACHE || #E4-F1 SOFA 4 Lb 4

| g MRPEREEME O mIE 2 BURER MR IBPEE RSO APACHE T SOFA ¥4 (4%, x+s)

- () P (01 (%)) (%) (%) (B1(%) (B1(%) (BI(%) PFH0Grats) AZl1d  A#H3d  A45d
KM SUB 41 22 4(18.18) 8(36.36) 17(77.27) 10(4545) 7(31.82) 5(22.73) 25594720 7.82+3.75 6.86+435 7.32+4.85
KEESUBY 14 3(21.42) 7(50.00) 6(42.86) 6(42.86) 1( 7.14)  2(14.29) 21.71+£7.83  7.64+£4.09 693+347 629+2.92
x A 0.016 0.655 4392 0.023 2.075 0.354 2318 0.017 0.002 0.512
PH 0.890 0.418 0.036 0.878 0.115 0.681 0.137 0.896 0.963 0.479

KT BREBERESUBFHAICUEEEZENASd NBEBHEFRRFESILR

3 g Adl1d (1(%)) Al 2d (f1(%)) Ad3d (%)) A4l 4d (%)) AdL5d (%))

- (f51) 0~500mL 500~1000mL 0~500mL 500~1000mL 0~500mL 500~1000mL 0~500mL 500~1000mL 0~500mL 500~ 1000 mL
KHESUB4L 22 1( 455) 0 9(4091)  4(18.18)  5(2273)  9(4091)  4(18.18)  11(50.00)  6(27.27)  9(4091)
KA SUBA 14 2(1429) 0 6(42.86)  2(14.29) 5(35.71)  7(50.00) 7(50.00)  6(42.86)  3(21.43) 10(71.43)
x 18 0.008 0.012 0.030 2.157 1.021
Pl 1.000 1.000 1.000 0.142 0435
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MEA SRR L TS B, 3 B A A 2
W) AR AR 1CU AR FEZR 1 X AT T Akl
I RURS: B B B E F B AT IR , ANUASTE
REA T AR T8 H oM 1 2 2 6 e B R FE R, T (o 4k
R il 48 B4 KU 384, S B0 1CU A3 g I i) 4B 4,
HIFHFTRETE T« O 5@ iR i P Ab TR R
o TR A, A A AR K TR P IR I M
20 A A, > MR 3 W s S 1Y) T N AR R A R
MR F 1 240 T P T IR I 3 B g
@ 52 B IR B e v i, 7 P9 20 B R A g 1 R A AL
FEAER, FEURYS HB] T, DL R PR R AR
s hnt 7. A, TR A G T g, IR, PPI
Y Jg BT 24 il CYP2C19 Y4 i 551, 23 AR ] BE 22 i
CYP2C19 3 i) SAMEAK T . R- 95 AR S FLfh 2 A=
KPR N2t SEch e G 2R
Fhs, BTG I H I RURS:

B 24 h ZhAs pH YE 2 0, 2
AR, H 2 UARIER T PPLATIAS JE LA 7% 6] 15 iR
Ayh, - PLIBER R 04 . PIA]E N pH<<4.0 AR
1F 60 min RN AR €M (nocturnal acid breakthrough,
NAB), 1CU Hr B 431 AE £ 34 (B A BH J5 PR 11 1 s
A RESIA 5, X HBT SU M AH] S

G TT UL, TR SU R AT 20 HL A& 3R, BLE UE
52, B N pH=4.0 AT LI RLHBT SU &4, Ak
SR, PSSR T 80 mg AT Y pH {H W i
THET, 24 h pH #{HIA 5.57+£0.93, pH=4.0 {IHA] 5
FLik (81,07 +15.75) % 27 5 JRUAE L S 7 I 1 5 b
YOS H2RA 4,15 CIGIB (R A= 22 5
H2RA 7£ 1999 43 [E T A R4 2523 (American
Society of Health-System Pharmacists, ASHP ) FEFE Pk
W A TG SU —Z254) , ] ffi i A 2855 CIGIB &
ARG BT Aol —C H2RA, BAT
PR A et , AN il A7 A2 NAB 2K
N, AT A 25 Py 7 A P9 ARG, et =425
PUE RRIM WA M B B R, bk
TR TR W pH A, 24 h pHPI(E ] 35 4.42, B8 -
KBTI SU KA RIRER , nl A 80 B FIGYT SUB.

AWEFE WoR, BV TS B3 e 4 )
pH=4.0 FRFE] &7 1o KA H 390E 25 3 0801
2T S, AR B TR Y AR Ak A — 35 [l
PR E THALTE i & A R A 2 RN TSR
SCL R BB T B I R ELA AR AR 4 o
R J2 597 SUB FOAE FHANG ) 2.

ARG IR, R0 2H 5 X B M R e A K i
9o J H A ey 3R ok 4 B MR , 9 JE TR BH 45 S5 i
5T 9 B D o A AR A G, A Hh O R R TCU R
VLG R R4 4 UM 2 M 2, I S B 4%
RIEAREA LPRIG IR X, IR K R EH S
S0l 98 SR A R RS 3 i o BEAh, A R
VIR BN RN . iR SE 5RI55 ik
P —2 2 [, AT R P LR TS
FE bR L TC I IE 25 57, 3 5 SCHRHGE 19 PPT AE R AR
ICU ALK K 4 46 1CU 43 Bg st 1] 5 TR T b H2RA
HARBRILEE—F R BV T 15 1 S fme
FUAARUR 2 41

NI b RS A8 07 5 ¥y 7 —— i [ 538 Ak
B IL(2015)) 42 1, 540 i N 8 35 T 35
AR TE AR 1M 38 S, A R £ A QIS L
P E R B A 20 B PR R AT S IR 3R E AR
T, R SU AR 2 — . El-Kersh 25 &3,
I N E S350 ] PP JEASRE M HLGE < i 352
#5o AW EIR, 4T W N E IR SU 1 T 1F
B TR 2GR 2

AT IR ZH 5 ) B S IR S HRAI T A R L
BESH IG5 L, ICU WK SUB B & 4ERY
B IR SRR S AL SR O A G, RS A
BB R Z P RIS shlis 8 F% R 3 Al 2 s
KA | RER I I A R SR E R

AT KA SUB B9 A I i I SE Al
S LA R, 3 L T B AR R A SR B )
REARIL 5 SUB WY ARG By 38 . A7 A SRk
X 725 UL TS A 78 B A £ o T fH X — A
A SR M AR IR, R AT BETE T D R IR 3
Bl 2530 5 I 4 B 2 A A AR , L4 T 286 5 I,
AL, 3 E MR AN R @ HORE AT
TCU 9 [R] i Fe 5 Atk 7K ~F- 38 2l i AR AR T RS
QDR SR o N N | R o T i < L K 3 1
BT R Az 58 S e, / FRE RS A 5 B P ii Ty
BLIZE AL, JLAS W e KT 5 5 T 8, 0 B R 0 b
& ARG B E R B I R SUB &
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