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(1)
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A VI D e vt g O AR BIHE & B U Rt = ARic s i 2 CEER 2535 (7 v
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(1) AELEEDLOPRE
BRI L
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HER RIS 1 3R 540 1 BRI ISR BIEIE L, T 0%, £ 3 BREE O Tk L,
) ARANOARE I 1 BT 200mg TH 5,

MEE R E (ng/mL)

BRI (hr)

B OB 5% oM REMKRRE (MeantSD  n=10)

IEhRE N T A —H
Dose Tmax Cmax AUCO-ﬁhl' TI/Z
(mg/body) (hr) (ng/mL) (ng*hr/mL) (hr)
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BT PEEHE R A (n=10)
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H O IL 3-methylflavone-8-carboxylic acid 23E & A ¥ Th o7, FIZRFICIT, FOEE
KR STV D 9,

(2) RENZEAET 5EFE (CYP450 %) OHFiE. FER
BA -y A

(3) VEEAMRDEERVZDEIE
A ERR L

10
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Xi. 2EZ&H

1. EGHETORTIKE

4 AFXY R
A Recordati
W54 Urispas 200mg Film-coated Tablets

PIERIES

Urispas is indicated for the symptomatic relief of dysuria, urgency, nocturia, vesical
supra-pubic pain, frequency and incontinence as may occur in cystitis, prostatitis,
urethritis, urethro-cystitis and urethrotrigonitis.

In addition, the preparation is indicated for the relief of vesico-urethral spasms due to
catheterisation, cystoscopy or indwelling catheters; prior to cystoscopy or catheterisation;

sequelae of surgical intervention of the lower urinary tract.

Method

i -HE Posology

Adults (elderly included)

The recommended adult dosage is one tablet three times a day for as long as required.
Paediatric population

The safety and efficacy of Urispas in children aged <12 years have not yet been
established.

Oral administration.
The tablets should be taken after a meal in order to prevent nausea.

of administration

(2023 4 11 HBIAE)

2. BB HERRIEFER
(1) (2B % HESME

gt RN A
Fertility
There are no data on the effect of flavoxate on human fertility. Flavoxate has no effect on
animal fertility.
Pregnancy
#5[HDOSPC There are no or limited amount of data from the use of flavoxate in pregnant women. Animal
(20234£11 1) studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity

(see section 5.3). As a precautionary measure, it is preferable to avoid the use of Urispas
during pregnancy.

Lactation

It is unknown whether flavoxate (metabolites) is excreted in human milk. A risk to the
suckling child cannot be excluded. Urispas should not be used during breast-feeding.

AN B T D EOER 1954w . 19.6 &3] OHOLHIIUTOLEY THY | HK[EH

@D SPC L3 E D,

[ EoixEE]

95 1FIF

A, Fv k) TH

IEIR SUTIEIR L TV D ATREME D & 2 ZePEICITR G- LW Z E R E LW, BiER (v

EREEDRD TV D,

9.6 &I.iw

R EOAREMERORAREOARMEZ BB L, RILOHMCUI P IE 2R 52 &
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(2) /NREIZEIT D REH

H FLHINA
Posology
H[E DSPC Paediatric population

(20234F11 H) The safety and efficacy of Urispas in children aged <12 years have not yet been established.

AKIECB T A Eors 19.7/08N85% ) OEOZRFHIZILL T LY THY | HEDSPC L T

A

9.7 INRZF
BE LW EREFE L, NREZ GG L Uiz B o OV e 21 & U 7= BRI AR
WX FERE L TRy,
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(1) #H&
77X E 200mg O O EVEIZLL F O Tho7,
Fef PRAFHAR il R
W B0 AT & =i 24 5 A Kk
# 60°C 3% H kN
Wl | R 25°C/84%RH 7HMH kg
e HOCAT T 4 A Kk

AEHHE S HRWE., 58

(2) A - BANRUBERSF1—TJ0HEAEN
7?Em/ﬁmm@($m)_owf TNIRIE REEG N RT7 vy 7 (WTIED) 1B TS
Hﬂﬁlﬁ%{%uﬁ%%io\l; uﬁ%%%ﬁ@ Lﬁ_o

[ Rk i Uk |
Az K S5 COIRBS 20mL (ZAAL, 5 5 E 7213 10 OERICHEEE L- & 2ok 28
21T,

BERGIEEEY
FAEIRERIRE O 2 W TRE T = — 71T Ll 2 a8 Lz, £, g2 e L
F a2 —TNTOERGFEMER LT,

it S
AR R AR A BER O F FIRGHIC AN Lo & 25 0 TIIRmEIE AR+ Th o 7273,
CIEARE LTz, (BRI pH @ 5.4)
WEMERER . PRI OWRIL SFL T 2 — 7 il L, MK A TSR ST = — T I
Ttz oT=,

2. ZOMOMEES
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