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Various duration of standard regimen
(Amoxicillin, Metronidazole, Colloidal
Bismuth Sub-citrate for 2 weeks and with
additional Ranitidine for 1 or 2 weeks) on
eradication of Helicobacter Pylori in peptic
ulcer Iranian patients. A randomized

controlled trial.
Mohammad Javad Kaviani*, Reza Malekzadeh**, Homayoun
Vahedi**, Masoud Sotoudeh***, Naser Kamalian**, Mohsen
Amini** and Sadegh Massarrat**

Abstract

Introduction:

One of the most economical and effective therapeutic
regimens is the classic triple therapy for eradication of
Helicobacter pylori (H.pylori) with amoxicillin or tetracycline,
metronidazole and bismuth derivative. Addition of H2-receptor
antagonists to these drugs may heighten the rate of
eradication and shorten the duration. To delineate these
controversies, we performed a randomized controlled trial
comparing 1 or 2-week, with and without addition of ranitidine
to twice daily metronidazole, bismuth derivative and
amoxicillin.

Patients and Methods:

240 adult patients with duodenal ulcer and H.pylori
infection randomly were assigned to take one of these
following regimens: 1) amoxicillin 1 gm bid, metronidazole 500
mg bid, bismuth sub-citrate 240 mg bid and ranitidine 300 mg
bid for 1 week. 2) Triple therapy without ranitidine for 2 weeks
3) Triple therapy plus ranitidine 300mg bid for 2 weeks. Side
effects of drugs were evaluated on 2-week follow up. Rapid
urease test and histology from antrum and corpus, and/or C14
urea breath test on 6-week follow-up determined H.pylori
eradication.

Results:

195 patients were followed up for 6 weeks. The most
frequent drug side effects were bad taste (48.9%), dry mouth
(43.5%) and fatigue (27.2%) which had an equal distribution in
all treatment groups. Endoscopy and C14 urea breath test
were done for 178 and 123 patients, respectively. Eradication
of H.pylori was documented in 19/64(29.7%), 29/63(46%) and
50/68(73.5%) of patients of groups 1, 2 and 3 respectively (P:
1 Vs 3<0.000001, 2 Vs 3< 0.0014 and 1 Vs 2= not significant).
Intention to treat study showed eradication rate of
19/80(23.75%), 29/80(36.25%), and 50/80(62.5%) for groups
1, 2, and 3 respectively. On 4-week post-treatment, the most
reliable test for evaluation of eradication of Helicobacter pylori
was histology.

Conclusion:

Although combined use of H2-receptor antagonist and
twice daily triple therapy in a 2-week regimen is more effective
than 2-week triple or 1-week quadruple therapy in Iranian
patients, but this regimen is not ideal in our condition (high rate
of pre-treatment metronidazole resistance) and continuous
acid suppression with Omeprazole may be more appropriate.

VY

WS SSLsSla 0,5 Sat ) Ly 00 S jsb 4 gl oy
§l el suls S aalllas L 13 Higd oo aolazul fluls
BAM g 4 Y L) sl (R) cpawily odle & BAM alis
ol plodil dda g0 gl paly e
sl g,
2 Sl (ygde ST LgSls Cigheg ansjlys 035 45 Gl
s 1y s dul g (OVF 00,8 b et cl b g 500 s Lo

(JLo VD sgbewo b miy ) il JL3 -

iy 0855 Bpecn g Sy S5 05y NSAID (glag o = ¥

il alel> - ¥

Sl olgs (g Sl dalllasl |5 olo S i, b- ¥
Aacab o.:)i} Jra.a OFa g e Lglk a.L..;SJ,L_: liﬁ B

ol il g a dldS oS ege g lew—0

alllas )3 03l 3 g0 (olacSaign 3 4 ol - F

oy slae )il (S 3, p Blal j5b 4l e ples
Al els 418 45

ﬂél")—?._s—l':‘ VY. (J,;.))QI)....._; I—_JL-J— D gt \ o’;
N 250 20 b 39 o) ek Sl i 1 L3 5, 15 L
sl sy ol 2 S (e B0 giladis e Jis
e S sl e 5 LS e, 0 Lgo e S e Yo adl,
(BAMRI)

BJ_J._._.JG“S}A] culj:...__: \..IL.-I* us.n_.......a" ﬂs;_?
(BAM2) win g0 gl glo; aloldy 51590 lan b Jojlasiy e

(BAMR2) azan 9 gl Y ey, 8 legla: ¥ os)f

Sy A d“.fl)'l oslizul 4 s Lo & jae 0 o)l lews ples
S slaslin p caalllae 4 55 5 culs) 28551 0 .
od 55 gleys slapssyjl (S b Bolai j3bo @ o les g 05 e
INTRV Y AR TP

D oo (6 Sy (leyd £9 00 e atin g0 )l lews Canig
S slae 3 Slad Log)ls Jess liee als e ol 4o
ol il Jle i aw o Al i g logl eslaal) ol oo Ao
<U¥e g lawgietan, 0 Fe B Fe oolal woa> oA P
e Jls pllenl g o (il 5150 3550,0 5 (P

Ol aiee plonl (o sSusail (e )3 g9, il ey 420 F
et S s g - Al iged d g g il Wigel 4 Lo cal> e

VS g — 7 / ey Jlas / 9 5 PO o las 105 1S




o gl i aloil & PR,
Table 1: Demographic characters of patients and their endoscopic | * sy el o e
findings (mean+/- SD, percentage). ) “‘—-‘Yu—“ st oy a5 g A=
g =T"a 335 (o) Sany LS Ly Lol ol
o roup Group roup C A e i
Characteristics (n=64) (n=63) (n=68) DO S jel gt gl ;500 (66
Agely(+/-SD) 39.4(14.1) | 39.2(13.9) | 40(12.7) frig® gt £ :; :z f; ;;
I S lgha) -
Male/female 34/30 40/23 47121 R C e P
Hx of Ulcer (years 6.9 (6.3 9.2 (91 8.6 (7.5 . e v
(years) (6.3) (9.1) (7.5) L il R T AN
Smoker 11(17.2) | 13208) | 12017.6) || sus ol s lomee s sl
Mean relapse rate in last 2yrs 3(2.4) 3.3(2.2) 3.3(3) 3 S Jomatl -5 5 S g5 45 el
Mean duration of present relapse/wk 7.5(7.2) 5.6 (6.7) 6.7 (7) o 5l (g rmal S5y L) (8L diges S
Previous Gl bleeding 19 (29.7) 22 (35) 27 (39.7) 4 33 a0 S ((ugdigd - an b
Duodenal/Pre-pyloric ulcer 63/1 60/3 65/3 Ty =) F .
A bt " lﬂ
Number of ulcer (>1) 25(39.1) | 23(365) | 34 (50) 9 9o St (50 STl
14C-UBT L— 4 jlo,5l 5 5550 51
Deep ulcer(% 44 (73.5 47 (75 47 (69.1 . ; ) .
- . - o i O | s e e 3,90 wiog: i
Ulcer size/mm 8.9 (3.1) 8.3 (3.1) 8.5(2.7) s gn il (6 )5k LSl JolS
Bulb deformity (mild to heavy) 43 (67.2) 38 (60) 44 (64.7) _
Fgalel Jalodg g po

XO Lag o 5l ooliiwl yamm )5 Sl 2T G e Jaigin ol 5e
a.}g__:'r AR L5L°°3; ul)l_o...u ).) ('..,u.!)-! 4.1) G""tﬁ""f\”\ BF'fV
{J?Jr.i.o..m}&s)'.o] s ) el

oS Saiy 4 (gjles YA 5l 5000 P T SO0 U
0 Sy, aS o, a 1Y Gl R TP g ogs a sl gEad (Lo 9e 0
AA 5l Y g (P= o7+ 1) aczils 5,0 jeam g als 3asd \Lio ;g0
o JolS Sy (g 5 AV 51505 YT g JolS S, b ey
(P = o] vs o VE) aiibls asiles plusll s
(FVa¥ o) gloog, Syl csiay ,ai¥V b D) wnledh 21V 550
Lol Lo WYY (gl T4C-UBT M .o ploil 14C - UBT lais
g &3y (o jlo el JAC-UBT ooy a s a5 (g )la Vo7 5l 0
slaces S aFY g YO ' (i a didgs eals plaxil | (g56) gtumnntr
4C-UBT gy ko 5lesl slogiulo)l b g5k 2SlsSila 2o
o 3ls [4C-UBT L e s a5 Jlag YY ails (g53lgcn g
o VF 5 oty (ghalgmmn g m o (b losl L) St does
a5 00 4138 T4C-UBT lwgi a5 2SLoSila his 4l b
aiols Gl s (e ST o0l L g S5glyiann o], 4z (pren
o plos lae,a |, (sensitivity) comles o 2as (5s)gtams
g lls

aS il 4z () 098 o ) Yo )5 (oo (Sas) Ol
S8 alai 9g 5 A el ez g aisg 03,5 ales |; aalllas

VA ppa— 7 / atiy b / V9 5 V0 olads 10581

ool JlBy ol slael Jaasjl solazul b 0,5 Solad Jor
Soole 8 Dliiss 35 e slacl 3 S lawgd aay o &SL 0 e leds
g olST lays g5 3l eple s £9,5 5l B3 uizes 5 05 0 plovl
il e ey £33l s i jolgilg Ly ySsll (izen
5V gV slmog,T oy ey ol s e AV WS was L
Ly g tig—t anlllas 5ly & Y1+ 03 J15.F 5 ¥ (glaog S e 410
S 55900 W dalllas 5l 5 Ve () Jleixl 4 axg
H 1e—aS Sledbly LS gpe g 3l oS Lol e @ sb!
3l oolizad b (g bol liiios plas WS 45" el oolic! Student t-test
Zé 5 90 SPSS winb 8l s

rpell
99 (6 5 53 jlas YT 00l anlllas o lg ols A 8,1 Lo Y-
Lag,lo (¥ og,8 5l 5,55 5 ¥ 09,551 (S0) Lo ¥ odiad oas (glalan
|, Wiy o 75+ jl S i ¥ i i dalllas)l g 03,5 Jasvi |
aallas aelol 5 i Wb pVE, o Midd Gl aaldlly o5 5555568 s
Glaan £ g Ko Sz (5 VT g 2,0 WV Jlen VA Laisj 5Ly
3 e 18 5 S s )0 la 10 200S (g Sen @ Lol
Slrogas 250 by ;K03 cd o L pgo (o gSmgil plxl
YV ojlact Jpdon s a8 ploedl, aslllas a5 g kess YO Kb S o0

el 00D 0la Ll

A




Table 2: The course of disease during and after treatment.

Group A Group B Group C

(No.:64) (No.:63) (No.:68)
Patients with pain at start of treatment(%) 55 (85.9) 55 (87.3) 54 (79.4)
Mean duration of pain after treatment/day(+SD) 3.7 (+- 4) 4.4 (+/- 3.6) 3.8 (+/-3.9)
Patients with pain at 2-week follow up 5(7.8) 4(6.2) 5(7.4)
Patients with pain at 6 weeks after start of treatment (%) 22 (34.4) 20 (31.7) 12(17.6) *
Number of patients with antacid use 12 (18.8%) 21 (33.3%) ** 7 (10.3%)
Good compliance (>80% drugs taken) 63 (98.4) 60 (95.7) 63 (92.6)
Healing rate of ulcer (n=178)(%) 46/60 (76.7) 52/58 (89.7) 57/60 (95) ***
* P: AvsC<0.05, **: P: (B vs A and C) <0.05, #**: P: A vs C<0.005
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Table 3: Eradication rate in different treatment groups. et “’_Y“‘M' il
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able 4: Drug adverse effects among our patients.
Data (%) Group A Group B Group C
(Nr: 64) (Nr: 63) (Nr: 68)
Bad taste 27(42.2) 28(44 .4) 35(51.8)
Dry mouth 25(39.2) 27(42.8) 28(41.2)
Fatigue 20(31.2) 17(27) 13(19)
Dizziness 12(18.8) 14(22.2) 9(13.2)
Anorexia 10(15.6) 12(19) 9(13.2)
Nausea 6(9.4) 13(20.7) 10(14.7)
Headache 8(12.5) 10(16) 9(13.2)
Dysuria 6(9.4) 9(14.3) 4(6)
Diarrhea 6(9.4) 1(1.6) 5(7.4)
Constipation 5(7.8) 4(6.3) 2(3)
Urticaria 3(4.7) 7(11.1) 1(1.5)
Vomiting 1(1.6) 3(4.8) 1(1.5)
Anal itching 0(0) 2(3.2) 2(3)
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