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The safety and efficacy of one-year administration of propiverine hydrochloride (BUP-4® tablets)
were assessed in facilities affiliated with the Department of Urology of Yokohama City University
School of Medicine. Changes in subjective symptoms showed significant improvement in mean
frequency of urination in the daytime from 10.3£4.0 times before administration to 7.1+2.9 times 1
year after the start of administration, in mean frequency of voiding at night from 4.2+ 1.7 times to 2.1+
1.1 times and in mean incidence of urinary incontinence from 2.91+2.1 times to 0.7+ 1.0 times. The
final degree of overall improvement rate was 82.0% (41/50 cases). Adverse effects were observed 26
times in 22 patients, the incidence being 15.6% (22/141 cases). They consisted of digestive symptoms
in 9.9% (6 events of dry mouth, 4 of constipation, 2 of abdominal discomfort, 2 of diarrhea and 1 of
gastritis), urinary tract symptoms in 3.5% (4 of dysuria and 1 of residual urine), abnormal laboratory
findings in 1.4% (increase in glutamic-oxaloacetic transaminase, glutamic-pyruvic transaminase or
lactate dehydrogenase levels) and others (1.4%). These results provide further evidence of the safety
and efficacy of propiverine hydrochloride (BUP-4® tablets) even when administered for a long-term in

the treatment of patients with pollakiuria and urinary incontinence.

(Acta Urol. Jpn. 44: 687-693, 1998)
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Table 1. Patients’ characteristics

No. of case
Sex male 63
female 78
Age 20-29 2
30-39 3
40-49
50-59 27
60-69 41
70-79 49
80- 11
Type inpatient 1
outpatient 131
inpatient—outpatient 9
Illness neurogenic bladder 32
bladder neurosis 41
unstable bladder 33
cystitis chronic 17
prostatitis chronic 7
others 11
Duration of illness -3 months 39
-6 months 25
-1 year 22
-3 years 36
3 years- 15
unknown 4
Chief complaints pollakiuria 113
incontinence 35
Complication yes 64
no 77
Other drug yes 64
no 77
Propiverine dose 10 mg 16
20 mg 117
30 mg 2
40 mg 6
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Table 2. Change of urinary urgency

No. of Not Little Moderate Extensive
case

Pre 50 12 24 13 1
3 months 44 25 18 1 0
6 months 48 29 18 1 0
1 year 50 34 15 1 0

%) T, WFNOBESHICBWTHRGANIIEKL,
BELRBL 2RO,

4) REYEZX

PEEAT 1 E L Rk L EBI O REYEROKER %
Table 2 IZ7R L7z, % 5RIREYBEA D - /ZEH 1
5003865 T -7z, 38BNICEI L T, &5 1 F&ITIZ
385152261 (57.9%) ICIREYLEEDHEERHFED L
7z.

5) BEERSERE
BEERLEEDHMS % Table 3 ITR LA 5
3 A AICIIHEL EA75.0%, 6 7 A%IE77.1%,
1 EHITIE82.0% L BV ILEEREL L.

5. BIfEM
SITERASERD b 7= DX 14155 26126444 TH ),
BV RBSEE1315.6% Th 7. BIEHOMEEDS &
USHEE # Table 4, Fig. 4 [I/R L7228, 238
EhbhEET, BEER2LDERDONE» 7. B
EEGILL N ZDOROELFEVAHTH -7 LDH £
S16%2BRVT, MOEFMIZVFNLEIED BV IFEE
e LTwi, 7, BWERIERERE,S 37 AL
PIZZ D% (16/26) 2 RRD LN TV B, —#R, 3
A1 BLABRICEIR L7EBI D 22D b/,

6. MERR

Table 5 ICEREDOEILER L. EF A
AFRIRIIHEM L T2 5 7.

Table 3. Change of improvement of subjective symptoms

No. of cases Excellent Moderate Fair

No change Aggravation of condition Improvement rate

3 months 44 11 22 7
6 months 48 12 25 11
1 year 50 17 % 8

3 1 75.0%
77.1%
1 82.0%
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Table 4. Adverse drug reaction (ADR)

Degree (No. observed)

: No. of cases Incidence
Variety (No. observed) (%) Mild Moderate Severe

Urinary tract 5 3.5 1 4

Dysuria (4 2.8 1 3

Residual urine (n 0.7 i

Digestive system 14 9.9 10 3 2
Dry mouth (6) 4.3 4 1 1
Constipation (4) 2.8 2 I 1
Abdominal discomfort (2 1.4 1 1

Gastritis (1 0.7 1

Diarrhea (2) 1.4 2

Abnormal laboratory findings 2 1.4 2

GOT increased (n 0.7 I

GPT increased (1 0.7 1

LDH increased (n 0.7 1

Others 3 2.1 2 1

Legs edema (1) 0.7 1

Glossitis (1 0.7 1
Numbness of fingers (n 0.7 1

. No, of] Time to onset (weeks)

Variety cases | 0. 2. 4. 6. 8. 10. 12 14. 16. 18. 20. 22. 24. 26. 28. 30. 32. 34. 36. 38. 40. 42. 4. 48. 62.
Urinary | Dysuria 4 | oo ] .
tract Residual urine l .

Dry mouth 6 c0o ®» ] °
Digestive Constipalior'n ; o ° ° °
system Abdomfnal discomfort . .

Gastritis 1 .

Diarrhea 2 e O
Abnormal| GOT increased 1
laboratory | GPT increased |
findings | | DH increased i .

Legs edema | .
Others | Glossitis ! L]

Numbness of fingers 1 .

Fig 4. Time to onset of adverse drug reaction (ADR).

Table 5. Change of residual urine volume

Mean£S.D. (ml)

No. of cases

15.0+ 8.7
Pre 5 ] o
3 months 17.0£10.3
6.4+21.8
Pre 11 2 Jns
6 months 33.91+40.5
Pre 1 27.6%21.
1 year 29.6+26.8
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