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Efficacy and safety of tamsulosin hydrochloride compared to doxazosin in the treatment of

O I: (o Indonesian patients with lower urinary tract symptoms due to benign prostatic hyperplasia.
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o:l ] Q-lj-l OO [:| 7—| L E l_I-/\L [: Abstract
| | E I | | -I I I —-I | o |- | |- I- | |- AIM: The objective of the study was to compare the efficacy and safety of tamsulosin hydrochloride and doxazosin in patients with lower

urinary tract symptoms (LUTS) due to benign prostatic hyperplasia (BPH).

I E L E I- A E A I | E A U I- METHODS: The safety and efficacy of tamsulosin (0.2 mg) and doxazosin (2 mg) was determined after once daily administration for 6 weeks
E — ‘ ' l I I I CI X I I l CI X I I I l CI in an open-label, randomized, multicenter study of 101 men with BPH. The International Prostatic Symptom Score (IPSS), maximal urinary

flow rates (Qmax), average urinary flow rates (Qave) and residual urine were determined at baseline and again at 6 weeks as efficacy

parameters. The primary parameters used for safety evaluation were vital signs (blood pressure and heart rate) and adverse events. The

L]
u r I n CI r y f l' O W r CI t e S ) Q CI V e CI V e r CI e number of patients with a clinically significant response to treatment with tamsulosin or doxazosin was determined and defined as those with
Y i in total IPSS.

>20% improvement from the baseline Qmax or >20% decrease in total

. l | RESULTS: The total IPSS decreased significantly in both the tamsulosin and doxazosin groups compared to baseline. There was a significant
u r I n CI r f l' O W r CI 't e S ) Z I'h d d O | -_ O'I I E | — difference in the decrease in total IPSS between two groups. Qmax, Qave and residual urine significantly improved only in the tamsulosin
4 L I L l [ group. There were no significant differences in systolic blood pressure, diastolic blood pressure or heart rate profile in the tamsulosin group;
however, doxazosin resulted in a significant difference in systolic and diastolic blood pressure. Tamsulosin was well tolerated; only three
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WHO Collaborating Centre for
International Drug Monitoring

gHAlSt > HIZASK AR B Z4ARR], OJOHE S04 9t AI7H M T 1| 417
Certain Event or laboratory test abnormality, with plausible time relationship to drug
intake

> CIZ SJoFZolLt Ao MY 4 Qi
Cannot be explained by disease or other drugs
> OlOFZ SCIZTHA| UAIHOR EfgSH kg
Response to withdrawal plausible (pharmacologically, pathologically)
> QIS Ei TAISIHO 2 AR AL
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or arecognised pharmacological phenomenon)
> QJeFEO| 2HE] A| YAHES.  Rechallenge satisfactory, if necessary
ATIS| TAIBE > HIZJAL AlRYl E= 74ALR|, O|OHE Eod 9L A7+ M| AfE
Probable/Likely Event or laboratory test abnormality, with reasonable time relationship to drug

intake

> CHZ OJoHZo|Lt Bl THsAd 218
Unlikely to be attributed to disease or other drugs
> OlOFZ SCIZTHA| UAHHOR EfgSh kg
Response to withdrawal clinically reasonable
> O|QFEO| ZHEX MY 42 Rechallenge not required

iy > HIZA ARl EE AR, QIQFE £ 9 A7t MT A el
Possible Event or laboratory test abnormality, with reasonable time relationship to drug
intake

> CH2 OJofZolLt Ueo 2 MY 4 QU
Could also be explained by disease or other drugs

> O|OHE =0iZCiof 3t HEIH HESILE SEEE
Information on drug withdrawal may be lacking or unclear

Unlikely (27155 718 ot

Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)

> CHE SJUtZOILE -2 =2 B Aol 7t
Disease or other drugs provide plausible explanations

Mot 22k > HIAHAN AlH| = ZdALR]  Event or laboratory test abnormality
Conditional/ > Aot WY IE QsH O @ Rtz 7t T QSHLE
Unclassified More data for proper assessment needed, or

> 271 2RE ZE 3
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Unassessable/ > AE7I 22536

a

Additional data under examination

AlSt= 211 Report suggesting an adverse reaction
PALE Af= [0 TTHSE 4~ SHATHLL
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Unclassifiable Cannot be judged because information is insufficient or contradictory

> A2 E 2el6t/{LE

CHSIMA RS ZRIRIHOIE IaIL S R(20]

OF

=

—

Blolghk 4~ 12 Data cannot be supplemented or verified
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