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HIEU QUA CUA PHAC PO BON THUOC CO BISMUTH

TRONG DPIEU TRI TIET TRU HELICOBACTER PYLORI

V6 Nguyén Trung', Tran Thi Ngoc Han?, Tran Thi Thu Huyén’,
Nguyén Pai Hing', Nguyén Vin Chinh’, Lé Vigt Tung?, Nguyén Quéc Vinh'

TOM TAT:

Mouc tiéu nghién ciru: Xdc dinh ty 1¢ diéu tri tiét trir Helicobacter pylori (H. pylori)
thanh céng bang phdc dé 4 thuoc c6 Bismuth va cdc yéu té lién quan dén hiéu quad diéu
tri tiét trir ciia phdc dé nay, dong thoi xdc dinh ty 1é cdc tac dung phu ciia phdc dé 4
thuéc ¢é Bismuth.

Phwong phdp nghién ciru: Nghién ciru doan hé tién civu cdc trwong hop nhiém H.
pylori dwoc chéan dodn bcing noi soi da day, dwoc chi dinh diéu tri phdc do 4 thudc c¢é
Bismuth, va dwoc kiém tra lai bcfng nghiém phap hoi tho tai Co so 2 Bénh vién Dai hoc
Y Duwoc Thanh phé Ho Chi Minh tir 3/2023 dén 7/2024.

Két qua: Ty 1¢é tiét triv H. pylori thanh cong trong nghién civu dat 73,8% theo ITT
(Intention to Treat) va 91,4 % theo PP (per protocol). Khéng c6 yéu to lién quan nao
dén hiéu qua diéu tri duoc tim thdy. 53% cdc truong hop gdp phdi tac dung phu ciia
thudc trong qud trinh diéu tri. Tdc dung phu thwong gdp nhat la buon nén (50%), mét
moi (48,8%), dang miéng (40%), bung chwéng hoi (26,3%), va nhanh no (36,3%). Pa
s cdc triéu chung trén o muc do nhe (>50%).

Két ludn: Phdc dé 4 thubc c¢é Bismuth dwoc chi dinh trong nghién civu ciia chiing
16i d@é tiét trir H. pylori c6 hiéu qud cao. Tdc dung phu ciia phéc do thuong gdp véi triéu
chitng thuong gdp nhat la buén nén, mét méi, va ddng miéng.

Tir khéa: Helicobacter pylori, phic do 4 thuéc c6 Bismuth, diéu tri tiét triv
Helicobacter pylori
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EFFICACY OF HELICOBACTER PYLORI ERADICATION BASED ON
BISMUTH-CONTAINING QUADRUPLE REGIMEN
ABSTRACT

Purpose: To determine the success rate of Helicobacter pylori (H. pylori)
eradication using a Bismuth-containing quadruple regimen, identify factors related to
the effectiveness of this regimen, and determine the rate of side effects associated with
the Bismuth-containing quadruple regimen.

Methods: This prospective cohort study involved cases of H. pylori infection
diagnosed by gastroscopy, treated with the Bismuth-containing quadruple regimen, and
re-evaluated using a breath test at Branch 2 - the University Medical Center Ho Chi
Minh City from March 2023 to July 2024.

Results: The success rate of H. pylori eradication in the study was 73.8% according
to ITT (Intention to Treat) analysis and 91.4% according to PP (Per Protocol) analysis.
No factors related to the treatment s effectiveness were found. 53% of cases experienced
side effects during treatment. The most common side effects were nausea (50%,), fatigue
(48.8%), bitter taste (40%), bloating (26.3%), and early satiety (36.3%). Most of these
symptoms were mild (>50%).

Conclusion: The Bismuth-containing quadruple regimen indicated in our study
for H. pylori eradication is highly effective. The regimen is commonly associated with
side effects, the most frequent being nausea, fatigue, and a bitter taste.

Keywords: Helicobacter pylori, Bismuth-containing quadruple regimen,

Helicobacter pylori eradication.

1. PAT VAN DE uu tién cao khi tinh khang khang sinh cua
Helicobacter pylori (H. pylori) 1a vi khuan nay da tr¢ nén pho bién va la van

vi khuan Gram am, hinh xoan, hiéu khi cu dé can dugc quan tam [2]. O Viét Nam, ty

tri & niém mac da day cua con ngudi. Vi 1¢ nhiém H. pylori rat cao (75%) [3], trong
khuin nay da duoc phén loai la tic nhan d6 ty 1¢ nhiem H. pylori & nguoi c6 tinh
gdy ung thu nhém I déi v6i ung thu da day, trang viém da day man tinh, lo¢t da day,

lién quan dén ung thu bidu mé tuyén da loct hanh ta trang, va loét da day ta trang

day (adenocarcinoma) hoac u MALTs (u
mo bach huyét lién quan dén niém mac da
day) [1], va gan day T chtrc Y té Thé gi6i
tiép tuc xép H. pylori vao nhém lay nhiém

tuong ung la 59,9-69,9%, 77,8%, 85-95%
va 85,3-93,6% [4]. SO ca mic mdi cua
ung thu da day ¢ Vi¢t Nam da dugc bao
c4o cao nhit so véi cac nuéc Pong Nam
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A khéc [5]. Diéu tri tiét trir H. pylori da
dugc chung minh 1a khong chi lam lanh
vét loét da diy ma con phong ngira tai phat
va giam ty 1é mac bénh ung thu da day [4].

Theo Huéng dan diéu tri H. pylori
theo déng thuan Maastricht V, viéc lua chon
khang sinh ban dau tiy thudc vao mirc do
dé khang Clarithromycin va Metronidazole
tai quan thé dan s [6]. Pdi v6i nhitng khu
vuc cd ty 1€ khang Clarithromycin trén
15%, phac d6 4 thudc c6 Bismuth nén dugc
st dung nhu 13 phac d6 dau tay. Trong bdi
canh ty 1¢ khang Clarithromycin & Viét
Nam cao, Ho1 khoa hoc Tiéu hda Viét Nam
cling khuyén c4o nén sir dung 1an dau phéc
dd 4 thudc c6 Bismuth thay cho phac dd
tiéu chuén 3 thudc [7]. Phac dd 4 thudc cd
Bismuth da dugc ching minh c6 hiéu qua
cao trong diéu trj tiét trir H.pylori nhung
dong thoi ciing giy ra nhiéu triéu ching
khé chiu, din dén tinh trang nguoi bénh
khong tuan thu sit dung thudc trong qua
trinh diéu tri [8].

Trong bdi canh ti 1& hién mic H.
pylori va ti 1 khang thudc ngay cang ting,
chung t6i thuc hi¢n nghién clru nay voi
muyc ti€u xac dinh hi¢u qud hién tai cua
phac d6 bdn thudc c6 Bismuth trong diéu
tr1 tiét troe H. pylori, tim ra cac yéu td lién
quan dén hiéu qua diéu tri, déng thoi khao
st cac tac dung phu cta phac dd nay, dé tir
d6 ¢6 co s¢ dit liéu tu van cho nguoi bénh
khi bit dau diéu tri, giup cho nguoi bénh
an tAm trong qua trinh diéu tri va tuan tha
str dung thudc.
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2. POI TUQONG VA PHUONG
PHAP NGHIEN CUU

2.1. Poi twong nghién ciru

Céc truong hop viém loét da day
ta trang c6 nhiém H. pylori duoc diéu tri
bang phac do 4 thube co Bismuth.

C& miu nghién ciru

Nghién cuu cua Pang Ngoc Quy
Hué va cong su (2016) [9] cho thay ti 18
thanh cong 1a 90,65%, chung t61 st dung
ti 1¢ nay dé wdc tinh ¢& mau véi d = 0,05,
p = 90,65%.

Cong thuec:

n> (=2)%.p(1-p)

Nghién ciru can it nhat 139 méu.
Tiéu chuin chon miu

Tiéu chudn chon bénh

- Ngudi bénh > 18 tudi dén kham tai
Co sé 2 Bénh vién Pai hoc Y Dugc Thanh
phé Hb Chi Minh va dugc chan doan xéac
dinh viém loét da day t4 trang c6 nhiém H.
pylori bang xét nghiém urease nhanh qua
noi soi ti€u hoa trén.

- Ngudi bénh dugc didu tri tiét
trir H. pylori bang phac d bon thudc c6
Bismuth.

- Nguoi bénh duoc kiém tra lai tinh
trang nhiém H. pylori bang xét nghiém
hoi thd.

- Pong ¥ tham gia nghién ctru.



CONG TRINH NGHIEN CUU KHOA HQC

Tiéu chudn loai trir

- Nguoi bénh ¢6 str dung khang sinh
diéu tri bénh khac trong qua trinh diéu tri.

- Ngudi bénh di tng véi cac thude str
dung trong phac d6 bon thudc c6 Bismuth.

- Nguoi bénh bi tdc dung phu cua
thudc phai d6i phac do khac.

- Phu ni¥ ¢6 thai va cho con bu.

- Nguoi bénh tai kham tré sau 6
thang két thiic phac do tiét trix H. pylori.

Phuong phap chon miu

Phuong phap chon mau thuan tién.

2.2. Phuwong phap nghién ciru

Phuong phap doan hé tién ciru.

Thoi gian va dia diém thuc hién
nghién ciru

Tu thang 03/2023 dén thang

07/2024 tai Co s¢ 2 Bénh vién Dai hoc Y
Duoc Thanh phé H6 Chi Minh.

Bién sb nghién ciru

Tudi, giéi tinh, dic diém noi o,
thoi gian co triéu ching 1am sang, sb 1an
nhiém H. pylori, thoi quen hit thudc 14,
udng rugu/bia, sit dung thudc nhu hudng
dan, két qua chan doan cua ndi soi da day,
két qua xét nghiém hoi thd sau diéu tri, tac
dung phu cia thudc.

Quy trinh thu thap so liéu

Nguoi bénh dén kham duoc chan
doan nhiém H. pylori bang xét nghiém
urease nhanh qua ndi soi da day va duoc
diéu tri v6i phac d6 4 thubc c6 Bismuth
nhu sau:

Rabeprazole 20mg 2 1an / ngay x 28
ngay

Tetracycline 500mg 4 1an / ngdy x
14 ngay

Bismuth 300mg 4 lan / ngay x 14
ngay

Tinidazol 500mg 2 lan / ngay x 14
ngay

Sau khi két thiic phac dd diéu tri,
nguoi bénh dugc hen tdi kham sau khi
ngung thudc it nhat 2 tuan. Khi tai kham
nguoi bénh dugc kiém tra lai tinh trang
nhidm H. pylori bang xét nghiém hoi tho.
Sau khi hoan tat xét nghiém hoi thé, nguoi
bénh s& dugc hoi thong tin dé hoan tat
bang thu thap sé liéu.

Xir 1i va phan tich s6 liéu

S liéu dugc phan tich bang phan
mém SPSS 20. C4c bién dinh tinh dugc
théng ké tan suét va ti 16 phan trim, trong
khi d6 céc bién dinh luong dugc trinh bay
theo trung binh, dd 1éch chuin hodc trung
vi va khoang tir phan vi (néu khong c6
phan phbi chuan).

Str dyng tan s, ty 1& phan trim cho
cac bién dinh tinh, va trung binh, do léch
chuan sé& dugc st dung dé mo ta cac bién
s dinh luong. Sir dung phép kiém Chi
binh phwong va Fisher dé kiém tra cac yéu
t6 lién quan dén két qua diéu tri. Két qua
c6 y nghia thong ké khi p<0.05.

DPao dirc trong nghién ciru

Phéc do diéu tri sir dung trong nghién
ctru déu nim trong quy trinh ctia bénh vién
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nén khong anh huong dén két qua diéu trj 3. KET QUA NGHIEN CUU
cua nguoi bénh cling nhu khong gay ra rai
ro cho ngudi bénh. Nghién ctru dugc chap
thuan béi Hoi dong Pao dirc trong nghién
cuu Y sinh hoc cua Pai hoc Y Dugc Thanh
Phd Hb Chi Minh theo quyét dinh sé 246/
HDDbD-DHYD ngay 01/03/2023.

Chung t6i1 thu thap dugc 187 truong
hop nhiém H. pylori thoa tiéu chuan chon
vao dé diéu tri phac dd 4 thudc. 36 truong
hop da bi loai ra do khong quay lai tai
kham sau diéu tri, con lai 151 trudng hop
dugc dua vao phan tich.

3.1. Hiéu qua cia diéu tri H. pylori bing phac dé bon thudc c6 Bismuth.

Bang 3.1. Két qua diéu tri tiét trir H. pylori bang phac dé bon thudc c6 Bismuth

.y . Diéu tri tiét tr
Thiét ké S6 bénh nhéan (n) ﬂi;‘;h"iﬁfg (:)r Ti 18 (%)
Per protocol (PP) 151 138 91,4
Intention to treat (ITT) 187 138 73,8

Chung t6i nhan thiy ty 18 tiét trir H. pylori thanh cong trong nghién ctru dat 73,8%
theo ITT va 91,4 % theo PP.

3.2. Céc yéu t6 anh hwéng dén hiéu qua diéu tri tiét trir H. pylori

Bang 3.2. Céac yéu té lién quan dén hiéu qua tiét triv H. pylori (n= 151)

Két qua diéu tri

Pic diém Thanh cong Thit bai p
n (%) n (%)
Gibi
Nam 56 (93.3) 4 (6,7) 0,490 *
Nix 82 (91,1) 9 (9,9)
Nhém tudi
<50 tudi 95 (90,5) 10 (9,5) 0,545
>50 tudi 43 (93,5) 3 (6,5)
Khu vuc séng
Nong thon 97 (91,5) 9 (8,5) 1,000 ®
Thanh thi 41 (91,1) 4 (8,9)
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Két qua diéu tri

Pic diém Thanh cong Thit bai p
n (%) n (%)
Thoi gian ¢6 diu hiéu 1am sang
<5 nam
96 (90,6) 10 (9,4) 1,000 ®
5-10 ndm
19 (95,0) 1 (5,0)
>10 ndm
23 (92,0) 2 (8,0)
S6 1an nhiém H. pylori
Chua tun 100 (92,6 8 (7,4
X g 620 (74 0,117°
Nhiém 1 lan 30 (93,8) 2 (6,3)
Nhiém >1 lan 8 (72,3) 3(27,3)
Hit thudc 14
Chua bao gio 112 (91,8) 10 (8,2)
Co6 nhung da ngung 12 (100,0) 0 (0,0) 0,149°
<1 g6i/ ngay 13 (86,7) 2 (13,3)
>1 g6i/ ngay 1 (50,0) 1 (50,0)
Udng rugu bia
Chua bao gio 97 (91,5) 9 (8,5)
Co6 nhung da ngun 9 (100,0 0(0,0
ung 4 ngung (100,0) (0,0) 0,445 "
<1 tuan/ lan 25 (89,3) 3 (10,7)
1-3 tuan/ 1an 5(100,0) 0 (0,0)
>3 tuan/ lan 2 (66,7) 1(33,3)
Két qua ndi soi da day
Viém 123 (92,5) 10 (7,5)
Loét da day 11 (91,7) 1(8,3) 0,113°
Loé¢t ta trang 4 (66,7) 2 (33,3)
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Két qua diéu tri
Pic diém Thanh cong Thit bai p
n (%) n (%)

Sir dung thudc nhw hwéng din

Co
131 (92,3) 11 (7.8)
Khong 0,174°
7(77.8) 2(22,2)

2Chi binh phuong, ®Fisher Exact Test

Chung t6i nhan thdy khong c6 mdi lién quan gitta gi6i tinh, do tudi, khu vuc sdng,
thoi gian c6 triéu chimg 1am sang, s6 1an nhiém H. pylori, thoi quen hat thude 13, thoi
quen uéng ruou/bia, két qua ndi soi da day, va tuan thu stir dung thudc véi hiéu qua diéu
tri tiét tre H. pylori.

3.3. Tac dung phu
Bang 3.3. Tac dung phu ciia phac d6 4 thudc (n= 151)
Pic diém Tén s6 (n) Ti 18 (%)

Tac dung phu Kkhi diéu tri

Co 80 53,0
Khong 71 47,0
Tiéu chay 18 22,5
Nhe 11 61,1
Trung binh 6 33,3
Nang 1 5,6
Téo bon 5 6,3
Nhe 2 40,0
Trung binh 2 40,0
Nang 1 20,0
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Pic diém Tan sb (n) Ti 18 (%)
Chan an 19 23,8
Nhe 8 42,1
Trung binh 5 26,3
Nang 6 31,6
Budn non 40 50,0
Nhe 22 55,0
Trung binh 9 22,5
Nang 22,5
Non 11,3
Nhe 1 11,1
Trung binh 3 33,3
Nang 5 55,6
Bung chudéng hoi 29 36,3
Nhe 16 55,2
Trung binh 9 31,0
Nang 4 13,8
Nhanh no 29 36,3
Nhe 16 55,2
Trung binh 9 31,0
Nang 4 13,8
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Pic diém Tén s6 (n) Ti 18 (%)
Ping miéng 32 40,0
Nhe 11 34,4
Trung binh 11 34,4
Nang 10 31,2
Dau quan bung 16 20,0
Nhe 5 31,3
Trung binh 4 25,0
Nang 7 43,7
Chong mat 16 20,0
Nhe 8 50,0
Trung binh 4 25,0
Nang 4 25,0
Run tay 4 5,0
Nhe 2 50,0
Trung binh 1 25,0
Nang 1 25,0
M¢ét moi 39 48,8
Nhe 22 56,4
Trung binh 11 28,2
Nang 6 15,4

Chung t6i ghi nhan trén 50% céc trudng hop gip phai tic dung phu cta thube
trong qua trinh diéu tri (53%). Trong s6 d6, tic dung phy thuong gip nhit 1a budn non
(50%), mét moi (48,8%), ding miéng (40%), bung chudng hoi (26,3%), va nhanh no
(36,3%). Pa sb cac triéu chimg trén & mic dd nhe (>50%).
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4. BAN LUAN

Trong nghién ctru cua ching toi,
ty 1& diéu tri H. pylori thanh cong theo
PP va ITT lan luot 1& 91,4% va 73,8%.
So sanh v&i cac nghién ciru khac vé diéu
tri H. pylori bang phac do 4 loai thubc c6
Bismuth, két qua ctia chung t6i kha tuong
ddng véi nghién ctru cua Pang Ngoc Quy
Hué nam 2018 voi ty 1€ tiét trar H. pylori
ctia phac d6 4 thude c6 Bismuth theo PP va
ITT lan luot 14 90,65% va 79,51% [9]. Két
qua cua chung to61 cao hon so vdi nghién
ctru ctia Sapmaz F. & Tho Nhi Ky trén 98
bénh nhan kho tiéu chirc nang khong loét
nhiém H. pylori véi ty 18 tiét trix H. pylori
thanh cong trong PP va ITT lan luot 1a
88,8% va 87,8% [10] va két qua nghién
ctru cia Nam C.B. véi ty 1€ tiét trir thanh
cong H. pylori 1a 88,56% [11]. Sy khéc
nhau vé ty 18 tiét trir thanh cong theo PP va
ITT c6 thé lién quan dén sy khac nhau vé
loai PPL dic diém nhay khang sinh cta vi
khuan tai cac ving dia 1y va ty 16 mat mau
trong nghién ctru.

Ching t61 ghi nhan trén 50% cac
truong hop gdp phai tic dung phu cua
thudc trong qué trinh diéu tri va tac dung
phu thuong gap nhét 12 budn ndén, mét moi,
ding miéng, bung chudng hoi, va nhanh
no. Nghién ctru cua Pang Ngoc Quy Hué
cho thiy 81,9% gip tac dung phu khi st
dung phéc d6 4 thudc [9]. Nghién ctru ctia
Nguyén Thanh Liém [12] cho thiy chi ghi
nhan tac dung phu trong 23,9% cac truong
hop dugc diéu tri tiét trir H. pylori bang

phac d6 4 thudc co Bismuth, trong d6
triéu ching thuong gip nhat 13 budn non
(11,9%) va nhirc dau (4,3%). Su khéac biét
nay co6 thé do khac biét vé dic diém dan
s6. Trong nghién ctru ciia Nguyén Thanh
Liém gi6i tinh nam chiém da so trong khi
do6 trong nghién ctru cua ching toi gi6i nit
chiém da s [12].

Chuing t61 ghi nhan nghién ctru con
ton tai diém yéu. Ngay tir ban dau, ching
t6i chi chan doan ngudi bénh nhiém H.
pylori dua vao xét nghiém nhanh qua noi
soi da day; vi vay c6 thé khong tranh khoi
nhitng truong hop duong tinh gia. Trong
cac nghién ctru sau chung toi s& phdi hop
thém mot phuong phap khac dé loai ra
cac truong hop xét nghiém nhanh duong
tinh gia. Piém manh cua nghién ciu
ching t6i 1a cung cép thém bang ching
cho thiy hiéu qua hién tai cta phac d6 4
thudc c6 Bismuth trong diéu trj tiét trir H.
pylori vin con cao trén 90%; dong thoi
cung cap thém dir kién vé céc tac dung
phu thudng gip trong qué trinh diéu tri.
Két qua nay s& giup cac bac si 1am sang
c6 co s& dé lya chon phac dd 4 thube c6
Bismuth trong diéu tri tiét trir H. pylori,
ddng thoi co thé tu van cho ngudi bénh
biét trudc cac tac dung phu cé thé gip
dé nguoi bénh an tim trong qué trinh sir
dung thude.

5. KET LUAN

Phac d6 duoc chi dinh trong
nghién ctu cua ching toi dé tiét trir H.
pylori ¢6 hiéu quéa cao. Tac dung phu
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ctia phac do thudng gip véi triéu chimg  nhitng vung cé ty 1& ching H. pylori
thuong gip nhat 1a budn non, mét moi, khang khang sinh cao nén chon phéac d6
va dang miéng. Chung toi cho ring & 4 thudc c6 Bismuth.
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