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APPENDIX A

Reported Adverse Events and Laboratory Test Abnormalities

with Norfloxacin
%

Adverse Events Repori

Norfloxacin (Data "om

Gastrosmlastinal (Gf) Darmaiclogical
Abdominal pain Erythema
Anore il Pruritus
Drarrhoas Rash
Dsgostive systam
chsorder Ceher
Dyspapsa Esior
Vrsshags Tasts parversion
Gi cramps Tinnitus
Nausaz Vaginal swalling
Tongus enlargamant Tachycardia "

Total

e e (T

9
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Summary of Laboratory Test Abnormalities with Norfloxacin

FEEE—————— e P B Rl s f el

Test Deviation from

normality

P ———— PR St e

SGoT
SGPT
Alkaline phos—
phatase (Al-P)

Bilirubin (T-Bil)

Renal function

BUN

Serum creatinin)

e e . s | ‘,r,

Hematologic 1’

o . T o T i o . . T o o . S .

No. of patients No. of tested

with abnormal incidences

values

Patients (%)

s e e T T o o o o . B .

1208 1.99

1173 2.22

. s T o o i o .

B e e

ii‘i.il’:iiﬂ%iitﬂmsw mm‘ ‘lli g
i mr‘]‘j‘mmfma']a Ik

Eosinophils increase
Neutrophils decrease
Chloride (C1) increase

[ et

No. of patients

No. of instances

—— e — — = —

697 1.00

2 697 0.29

1 330 0.30
51
B2

S R T - S S o S S o



APPENDIX B

Antimicrobial Therapy of Acute Bacterial Diarrhoea

Some antimicrobial therapy of acute bacterial diarrhoea

are shown as follows: 3,76,79)

------------------------------------------------------------

DIAGHOSIS

shigella species - mofazole THEA60 mg + SHX 800 mg every 12

{especially if fever, ours, 5 days
chills, shock ; > -
confire sensitivity i npitillin & 500 #g oral 4 tises/day, 5 days
laboratory) ' N N
Bye] N\ @ oral in a single dose
Salaonella THE 460 mg + SHX 800 mg every 12

(no antibiotics For
uncomplicated entertis
confirn sensitivity
laboratory)

ho rs, 3-5 days

1 gn every 4-6 hours, 3-5 days
500 ag every 6 hours, 3-5 days

Enterotoxigenic E. cali trinoxa: WP 160 mg + SHX 800 =g twice
o __—_ L LK 3-5 dafs

"G —

ol times/days for 5 days
Enteropathogenic E. cm - Co-trisoxazole .tsa Enterotoxigenic E. coli
- Tetrac 500 g every 6 hours, 2-3 days

V. cholerae FJI u Ei fj . ﬁﬁw E]‘a ﬂgzﬁm ;Dgi 5 1 tablet

¢ ever
CLARURL Y el o)
V. cholerae non-0 - “Aspicilli [ka/ rdl=or IV in 4
(if sensitive) divided doses, 7-14 days
V. parahaesolyticus - Aspicillin 100 mg/ka/day oral or IV in 4
(dysentery or divided doses, 5-7 days
septicenia)
- Tetracycline 500 ag oral 4 times/day, 5-7 days
Caapylobacter - Erythrosycin 500 g every & hours, 7 days
(for severe illness;
elininate pathogen - TJetracycline 500 g 4 times/day, 5-7 days

and prevent relapse)
- Clindamycin 300 g every & hours, 7 days

- e ————————— S S EmEmms - S S SSmmmEs=sSssmmm=s S S SSEm ST ISIITTITSIISIZZCD
it R E E m e = o i 5 i S - e




APPENDIX C

Statistics

1. The comparison of prdpdytions from several independent

samples | _: 5 “”
- nnples of subjects

Suppose b +

are studied, terized by the

presence or a istic.

The qés presented as follows:

fl ummﬂiwmm

,,.M'mﬂinﬁjm'mmaﬂ

b+ I E nj__

For testing the significance of the differences

among the m proportions, the value of
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2 m 2 5
X =0 B _4] i3 (3)
i=l  j=1 I

may be referred to tables of chi square with m-1 degrees

of freedom. An equivalent and more suggestive formula

for the test statisti

(4)

differ significa

If X cnlc > able, the proportions do

'y e
not differ sigpific antly

Yy, .fﬁ
To idaggifg he
contributed to thewsignificant difference. Suppose that

the » senfl U&L’Jﬂlﬁlhﬂﬁ Y& 4 lembups, the sirst

cunteinin let afid the segond m , where m + m = m.

or g&Sups of samples that

NIUNRING1AY * °

Defi
m
1
n = i: n (5)
(1) i=1 i

to be the total number of subjects in the first group of

samples and
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= ). m (6)
(2) i=m +1 1.

to be the total number of subjects in the second group.

Let the proportion in the first group be denoted

; , where
1

(7)

and that in 1h=vv

(8)

then

A ‘LJ%J'J ﬂﬂﬂiﬁ(ﬂ’m‘ip ) ®

diff p q n..

’QWJ@QH TUUBLIBHUNAL. s e

the si[nificanca uf the difference between p and p .
1 2

m

2 L B

y e E (p -p ) (10)
Eruupl p q i=l '- 1 1
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with m —'1 degrees of freedom, may be used to
1
test the significance of the differences among the

m proportions in the first group, and the statistic
1

1 m i =i '
s 3. A fpise ) (11)
i=n 3 R

test the significaz of the differences among the

m proportions
2

that the three sgati; .~"i D | \\: -(11) aullto the

overall value'g¢

2. Paired Comp

Sub ject No. -

CRugineninemms 4
IRIANTUNRIMIAY -
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Let u , u = population mean
1 2
u = 4 = W
d 2 1
n = sample size
d = {[‘_di);n

The statistic t was gu_¢ d - u
2
s
d
With degree of n-1
, obtained

mw Bﬁ‘@ﬁﬁlﬁm
RN B HAGGRE HEAr ¢ 0,

we accept the null hypoyhesis that ud = 0 and reject
the alternative hypothesis.

If t - is not in the acceptable regionm of t ’
(Calc) : (Tab)

we reject the null hypoyhesis that u = 0 and accept
d
the alternative hypothesis.
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