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We performed a clinical trial on patients with upper urinary tract stone disease (renal stone
disease) to prove the clinical equivalence as the target for removal of renal stones between the new
formulation (miniaturized tablet) and the conventional formulation (capsule) of UROCALUN®. The
clinically effective rate of both formulations was the same at 70% (28 of 40 cases), and it was suggested
that these two formulations possess the same clinical efficacy.

Adverse drug reactions were observed in 10.0% (4 of 40 cases) with the tablet and 5.0% (2 of 40
cases) with the capsule. There were no significant differences between the two formulations in the
incidence of adverse drug reactions, and there were no clinically significant safety problems. In the
questionnaire survey for patients about medication compliance, we found that the patients felt the
miniaturized tablets were much easier to swallow than the conventional formulation. In conclusion, it
is suggested that the miniaturized tablet contributes to improve the medication compliance for patients

and thus it is expected to improve the clinical efficacy.

(Hinyokika Kiyo 51: 215-223, 2005)
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Fig. 1. Characteristics of the trial drug (new drug)

and UROCALUN (conventional drug).

FEREZDS L, EIREEICATHL, By
LTWhWnI EPHREESR-BEZx R E Lz &ER
FeHe L (AL FLHE S Table 1 (I/R L7,

2. BEORE, ABRHMH

REBLEMIY, BBROERICHZD, WIRELRD
BEARANL, HBEXELHAVC, HBROEW, A
B LB THHCHB R, AADHBERT
BEOSIMNMIOWTXEICLVEELXB. B8, K
TRERIZ20034E 4 A 2 520034E11 B IZHhIT T, BLER
E%ﬁﬁﬁ%%iﬁéﬁ%@ﬁ%%ﬁttf%mb,
BBRERICH - Tid, "BEEHOBRABROERKD
HHEIZEIT H5E4 (GCP)y #HETF L.

3. HERE

VS IUFYIFRA% 25mg HET H/NELER
TU ATV RAW. 2B, REBREZHEATERS
S HRE L ZIT .

4. IRt AE

MEHFEORSNEL, BNEEEICL ) HEETE
TEBIZEI D fH Sz, (REREMEREMII, BEINE
WRELTHEYTHAE I PRSI, GERELRS
THIENRELIEAT, ENEFTO/NSWIRICH

Table 1.

EREE L, BEFABROTRINLT - Fi-sT, #&
B8 % RmE L7,

5. 58, HEFEBIURSHA
WEFBELHIC1IASH, §-B - FERIZ10E?2
FHLI 2P TN EBEEDOKE & BITELITTR
HL7”.
BRERSHEIRARIZERE L, ThIE TOREK
B2 BV TESPEAPHRE SNBHEE, TORAT
%Tttt.&ﬁ,%ﬁ%&%%%%usaﬁutm
M »BEPRE LTREREL.

6. BEHZES L UGHREE

BIEHE B L OHBRERSHIEICIE, JEaREH,
EREEE, S, FIRE, RESAERICEST
LEHB LI UMMOBBREOHAYZEILL, BHEAWGHE
Y HM L T HRENEE (BENEDAR, FBRFMR
&) OFBHERHOFEIEL.

7. WL - BIZEE

BERZr ¥ 2 — V% Fig. 2 TR L7

1) BEE=
GEREREEIC, £EAB, M, BREONME (£
T -ABOR, ¥, K&EX, K5), ESWL BEOH
A (B#& o ESWL WfTH, HERABE, RN &
AEAL), TRE (W% - BR) 2OV THAL:.
B, BAOTAIZOWTIZ ESWL BREEBEE&D
MY IS L > THE L.

2) A&MICET 5HREER

(1) BEBEENBEICL IZBORAEDOEE
(2) KUB (BREBERSEMXHEERE) ICL5E
R DERE DT

3) &M T5HREEH

(1) FEEZ
AEZZVPRBALLBAICE, RBEA, X B
B, E% - EBO), HRENKS, MEREDHR
EBLUOAS, BETREL. BWFHAEEI, RERE

Inclusion and exclusion criteria

1) EREHE

(1) Bih#EE LTRBEBEE»5# 5T 3 % ALMNIC ESWL 3567 S hi- B
0)] %ﬁéﬁ%@%ﬂ#b:a‘awt BEHBEFENBEICLY, BROBREOEEN 4mm LT THAI LR INLTHE

() £ @ 20RUL0BEE

(@ " B HERERb

() RS : Sk (RBRERSHIM)
2) sl

(1) BFEED RBBREL AT HBHE

2 ERLEE, BRE (BERE LBRER2E0HLEE

(3) PNLRBMFAIC L 2 BRAERIFFE STV L BE

@) REOREMREREOD HBE
(5) #IF S L < ZIEBRMM P IR FET H@A

(6) thDEBELESHOBEL L UREIEGHEO 6 77 A URICHOBERE S MH LB

(7) oM, BEELERMIC L ) AEY LIRS RS




w30 v oS0 E kg SRR 217

BRI BRI BRI 5 M

— FT JE*! B * E)
HH 5 B ° 4 88 (3 7:&1%‘.’3‘27 )
#ZEH @) @) @ @) Q
FERE ©
FEEBROAE
ESWL D%H o2 SHREA
BREOKE
PSRBT TR vk o** (@) @) @) @
KUB*! o @)
B A @) o* (©)* @)
BEER - MEFR

L BRERS12BB I CORRFIBVWTRSHFAIHRR SNIHEE, TORSTHERET L L, KUB B X CHERIE
ERERTS. ¥ ABRNEUNOBESET~ 5 AL, *° BRERSHET LR T TORERRIZBW THEBRED
REWHRD D, DEIERLT, IEDCHBE I OWIHRRETERT 5.

Fig. 2. Overall study design and plan
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Table 3. Demographic and other baseline characteristics
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Table 4. Drug efficacy on renal stone disease (ultrasonography and KUB)
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Fig. 4. Time-course of drug efficacy on renal stone disease (ultrasono-
graphy).
Table 5. Drug efficacy on renal stone disease (KUB)
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Fig. 5. Results of questionnaire survey
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