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TRBTDIREEAE 1 IS (BAEZEMRE) DIRFELELLR(Z 9110 1 2010) KWUHRIZE

[ E=EEA]

RIECD@Y  AFIIC K SHRBBAE D FEIR T S UIREMEN BB Tc . HEREBIEZR T I TENHSNTVDEHA]
PEEEDHBIFTIRERRIEE T TIIZS W, T SLHUCEEIPRGUN TH O TH. B ZS ST
IR (& AFIRSE 485 FTIRETRIRVIR 5 BEIL B T D L DIEBL CTLIEE L,

I T# T ZNREH
Za—F /OVRNERIE

FRR2E ERPARAER BB TT0E - EREF
HARBHAEZR I CENHONTNDEA] HHRBEIEZRRITHZND | FAIIFANTHRER MY E(C
ThIUATURNEYE HBEIDTERITDIENIC | KBINDD T EELEA &

KA 5% A88FRF, LFLEE
BlO®RSN(EREDERZ

T IAVFFUYD (St John's Wort. t/hVa—
VX D—NEBEERD

OJRETRBRU BT DT ENER
LY

DHANXIFEREDEBEICKY
FARBEENIERIND &
HIEXSND,

lEmastE]

BInE4EER T, mELEE YR (CHLIBA) (S1C

HOEMHERIFFTE N CL 24X S 4885 ERERE LI I(C

HRBRUICET D RBADEEREZE T DiaDHIREE N, 2405 REREE T5~8.5%. 48H5RERE T5% D

IENHERHESNE LI,

[FeasrE]

I ER ClE YO RICERIRMIR 5 AR B [ CERMR 1 B RIRA LB S SR R UK BREN HONE U,
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7. 854 B

BEhE

EREIEER (SPP2C1013E8R) ¥

4) AGRIFsHIEY | ENSEIEIRAREER (SPP2C101)

= By RREREEERLRER VBRI (TURBT) fEf 7B D7 =/ LT VBIBBIR B OI#R (1125 (20mg/kg) [Tk
DEEIFREEBEIEOI RN EMRER L2 ZIRETT D,
HEBRTYA Y BIMELFERAFEIFERAR (EREMREDRIEHE S PRYTERE K ER T TRHE)
X % HEIEREMBENEZRE RO ZT DRV DG EIN OCTURBTEI TR OBEFGI6 15
i BR 75 0K AAN.5gZz50mLODKICTERRL. BB R TR R (S0H 1 2~485[E)(C20mg/kgE iR IR 5. @t
R REFEIRTNEREES) COZMEZE—REN CHR U HRABIEHR 5% 14HEF LU,
i 1B B [BE]
FEHOIERS : B
FENR FERBEY) EABNE PO ZEMCNemart®E([CKITI. Ko FBILR N IRE
) EHBIR NMCOVWT . ELYDRERVZDISKEEXEZEHT B,
BURSHEIRE | HEE. GHNPEN UM chx

NEEE
BENR FEREEN) LR NI DOV T . SRDFRENUZDISHEEXEZEH T D,
2)f5 Myt
BEAR T GREEX) LBENRE MOV T SR DBHNDPER U ZDISKERXEZEL
EE:E
3)p2tERgchR
BEXR T GRBEX) EBBKIR MOV T SR DRMNDER UV ZDISKERXEZE L
g—éo

STEIS B EEEIRFT
FEVHEEICREZS A 2TUREMEDHIERY 1 TRIEDBEREAFIC OV TR EITI,

[Z2H]|BEER.BER ’E

O EEHHIER : BE (FAS)
FTEFHMEE CHDIREZ LB UICIER. SRR NCDREE79.6% (144/1811&4F) THY . BEIXRT
TORES4.1%(98/1811&4F) N THEICB W ERZRUE U (p<0.001. McNemari&iE) .

@EMEDT L& (FAS)

FEHMES BIRHAES
EHBETTOREED SOT
tﬁz—% = (RIEBHE) | &zt RE HRE RS PEEyER
(181430 [95%{5%8 [95%(5%8 [95%{5%8 [95%(5%8
e | pem RS B XS] XS]
fif | 98 | 15 | 113 | 98,181 315,/330 98,113 315,398
BEeET | B | 83 | 315 | 398 54.1% 95.5% 86.7% 79.1%
2=t | 181 | 330 | 511 | [46.6,61.6] | [92.6,97.4] | [79.1,92.4] | [74.8, 83.0]
S Batt | 144 | 64 | 208 | 144,181 266,330 144,208 | 266,303
Ceeosyy | M | 37 | 266 | 303 79.6% 80.6% 69.2% 87.8%
R 2=t | 181 | 330 | 511 | [72.9.852] | [75.9,84.7] | [62.5,75.4] | [83.6,91.3]
BEDBEEEEEEERT.
SOT : BRI Bl : BBt otk | EEmL
O EERRT : BEI A THIDRRE (FAS)
B BEXE R BENAFE N GREE)
BEIAS G SHEEE SHEE
e x RAEESE x FAEENE
WD | i [95%{=HX ] R [95% (=R ]
R 53.6% 79.3%
HEIE 2R 179 % 460 E11] 142 (737 BE]




o — SEAET_ BEHT (REH)
B | am | TR e | JREEE
IR TR RES o3 9 20.4% . 61.3%
R [12.8,30.1] [50.6.71.2]
UD 23 2 0 a0 10 235, 65.5)
cis 70 17 i 42_3,'3%_0] 47 [54%,' 17%.9]
il /4 /0 867 56,51 74 1951 100,01
NIPUCL 5 5 [47189&()5/8_0] > [471.3,0 iOOOé.O]
PUNLMP 34 30 725 967 34 1897 106.0]
NPUCH |35 |35 | o0t o 5 | (900,1000)
oT1 9 6 [29(?8,'7;/3.5] 8 [51?2,'9;/5.7]
Z DAY 3 1 [0_383,'3? 6] 3 [291.3,0 iog/&o]
CIS+NIPUCH (&%) 105 52 [3;2,'55%_5] 82 [697_8' 180/§_6]

UD : RS ERZERZAL. CIS © FRES_ERZARRNIPUCL : EEIUEIFZ B FLIRIKARES L7 PUNLMP : BRI ZFLIRIKARES 71853,
NIPUCH : 2E2EIFZ M RN RES_ LR
pT1 EEEBEREOS S EERENEEEEEX TOES

ZE4
Bt AR —

OE A MAEER (SPP2C101548R) K UE AR/ MAHEER (ALA-BC-1515%) . EM#iEREZWRE
LT ENSEMAEEER (NPC-07-158R)

ESPNESIGIERE EANSEI/IEEER EPRSEIERER"
(SPP2C1015458) (ALA-BC-15(58) (NPC-07-15158)
10mg/kgs# 20mg/kgs#
(n=61) (n=25) (n=37) (n=45)

DI (%) | R PIEL(%) | HE| BIE(%) | HE| BIE(%) | HE

EIfEFRFIRE 20(32.8) | 57 9(36.0) | 13| 17(45.9) | 35| 11(24.4) | 15
HERES 0 0 0 0 1(2.7) 1 0 0
GV 0 0 0 0 1(2.7) 1 0 0
IDVEfEE 1( 1.6) 1 0 0 0 0 0 0
IDE MR 1(1.6) 1 0 0 0 0 0 0
mEEE 1( 1.6) 1 0 0 0 0 0 0
KM+ 1( 1.6) 1 0 0 0 0 0 0
BEEE 4( 6.6) 5 5(20.0) 6 6(16.2) 7 3( 6.7) 5
BiD 1(1.6) 1 4(16.0) 4 4(10.8) 4 3( 6.7) 3
Il 3( 4.9) 3 2( 8.0) 2 3(8.1) 3 2( 4.4) 2
i=Fz 1( 1.6) 1 0 0 0 0 0 0
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ENESTHERES T/ IAEHE: EREIHER "
(SPP2C1015tER) (ALA-BC-13£88) (NPC-07-1588)
10mg/kg$ 20mg/kgs¥
(n=61) (n=25) (n=37) (n=45)
BIEL (%) | HE | BIE(%) | R BIE(%) | HEL| BIE(%) | B
1;25‘%%55%8&6?9555&0) 0 0 0 0 0 0 2( 4.4) 3
e 0 ol o ol o ol 2044 | 3
FrIBE R 0 0| o o| o 0| 2044 | 2
Frigassss 0 0| o ol o 0| 2044 | 2
BEEHSKLUE MHEGEE 1(1.6) 1 0 0 0 0 0 0
ZHs 1016) | 1] 0 ol o ol o 0
BHERES LU RS EREE 0 ol 1040 | 1] o ol o 0
B 0 ol 10400 | 1] o0 ol o 0
ERERIRES 1931.1) | 49 | 6040 | 6| 16432 | 26| 3(67) | 4
FRISSEUBTS NS VAT T
L 1546) | 15| 0 0| 60162 | 6| 0 0
;;?D:’?S/ NSYATIS=E | q1080) | 11| o 0| 60162 | 6| 0 0
MmePE UL E A 10016.4) [ 10| 1040 | 1] 127 | 1] o 0
PR Bk BRI 3049 | 3| 30120 | 3] 630162 | 6| 1022 | 1
%}?"95“’“5’1715_@ 8(13.) | 8| o ol 2054 | 2| 1022 | 1
7SS 0 ol 2080 | 2| at08) | 4| o 0
M7 ILAURZR TP —Bm | 2(33) | 2| 0 ol o ol o 0
FEIREEN 0 ol o ol 127 | 1] o 0
U~ BRI 0 ol o 0| o ol 1022 | 1
)RR 0 o| o ol o ol 1022 | 1
B3 LU RISIEE 0 o| o 0| o ol 1022 | 1
MR 0 ol o ol o ol 1022 | 1
BE,. PSS H L UNBEESHEE 0 0 0 0 1(2.7) 1 0 0
(- & BB 0 ol o ol 1027 | 1] o 0

* | RISEIRRAEGRIT ORI (U | BIHHRBERS)
ICHERREZEMAFESEE AR (MedDRA/J Ver19.0)

[FFRERE ] ZHIEUCREICOV T BEEZFHCHESNCBRREIEE
FBEA L r-GTPEINLAST(GOT) #E0. ALT (GPT) 1810, Al-P1EA0
B/EB 1 -GTPEIN.AST (GOT) B0, ALT (GPT) &40




8. FEYIERE

BHHRBERE (BAAN 66)) 7=/ LTV VEIIIE20mg/kgZ B OHR 5 Ufc T DRZE(E1A (5-ALA) D
MFFREF. BE5N 1 HERCESMETREZRL. Z51 2882 (CEHFRFESHDEZT TR LE LI,
Fe REWTOMRIL T 4 U VK (PPX) DIMERREFREILAICLEAE LN LR LU B 56ERICRSIT
RPEEZRUC IR S548BR(ICIEFRSRDEE THA LU,

O5-ALANUPPX DR FIRE DHETE

R : BEADRMBRBEREH
FiE - BB RE T TS D REHE A FT 355 (F3E © 2~485R9) (AR UIORIERZIRREI20mg/ kg2 B O OER S
L. MERPEEDRER YRR/ VSA—F DEHZITI,

(mg/L) (ug/L)
507 500
—o— 5-ALA
ol T T PPKX - 400
M (n=6) N
2 304 T - 300 %E
| .
g i g
< 20- Vi | J 2% =
LN
10 A - 100
A
o T ||||| T n hd 0
0123456 8 12 24 48
- (hr)
R EEAR TEHRERE
O5-ALANU'PPX DEMENHE/N S X —F
= AIA Conax(Mg/L) AUC..(mg-h/L) ey 1) tia(h)
(n=6) 34.0+12.7 77.1+40.7 0.83+0.26 2.27+2.35
o7 Crnan (UE/L) AUC.. (ug-h/L) max(f) ti2(h)
(n=6) 350.6+98.3 4187.3+1374.0 6.17+0.98 4.91+1.90
T HEERE
(BT
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(B8E) 757 VFARAIC LB NRNFZZERDRIE

P2 /UTUVEE (5-ALA) (&, RN CHERFEDBERRINZ R TANLICEGRINET T COEGHDBIET.
B|EOTOMRILI U/ =5 VK (PROTOK) ABIESN T REBZRET 2 TOMNRIL T UVK (PPKX) (T
RUE T EEEMDHDEMICT =/ U T VBIGRIE (5-ALA-HC) Z18 53 & BT NTERUIPPXA
FEEHRRICERBL. SEYHR (400~410nm) DERFICKIMES NCPPX A TREHE (600nm i) ZF 9 %
CEZENIBUC BBz TRELET,

S5-ALADEEZMIFE 4 X—IH

REEE R

FECH DEMERICKY
PPXAEIET S

“ PPX4RFRH
BT 2
UROD

o ) Cmad) e (wo)

ALAD ' PBGD
' UROS
[5-ALADEIYE] [BERA]
PBG: RILTEU/ =5 ALAD : 5-ALAB#KZREER CPOX: aZOMILT«U/ =S VB L BER
UROIL : YORILT«U/ =5V PBGD :RILTxEV/ =S U7 = /85 PPOX : FORKRIL I AU/ =5 VB LEERR
COPROIL: OZOMRILT U/ =5V UROS :oOMILT1U/ =5V ERBER FECH : 7z0559—¢
PROTOK : FORKRILT AU/ =45 VK UROD : ORIV T U/ =S VB HILIRF U BESR

9. 513k

Draga RO, et al : Eur Urol 57(4) : 655-660, 2010
Grimbergen MC, et al : Eur Urol 44(1) : 51-56, 2003
AGRESEHIER | @A/ IBERARER (ALA-BC-1)
AGRIFRHMIE R - ENEEIBERREER (SPP2C101)
RESEHMER | EASEIEEEREER (NPC-07-1)
AGRIFHEER - SVNIBIFDRERSHHEHEE (4:8)
AGRIFRHHER 1 SYNIBTDRERSHHFER(13:8)
AGRIFEHIER A BT DRERSHEHAER
FE#HE : ZUILF—m% 16(11) : 1756-1759, 2009
Zeltser R, et al : Cutis 80(2) : 124, 2007
T)Regula J, et al : Gut 36(1) : 67-75, 1995
2)Colditz MJ, et al : J Clin Neurosci 19(12) : 1611-1616, 2012
3)AGREGHIER | CHLRICS T 23BHERHER
4) AGRREHIER | YORICHBIFTBHE R

1
2
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4
5
6
7
8
9
O
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A OBAHLFTUTONTALDOHELY TR IZEW,

® TRDON—VITTHRL TN EE, ZHEEW,

MSIATEOEN EIRM AR A HAE RIS R
https://www.pmda.go.jp/PmdaSearch/iyakuSearch/

e T Y R EIICTFROCSIN—a— REGEARD, TR S0,

(01>14987170021000

AT E]DEVGIFFEDON—IZ 8RS0,
https://www.gs1jp.org/standard/healthcare/tenbunnavi/pdf/tenbunnavi_HowToUse.pdf

BEmITT @Pharma SB| 77_71‘5kft%$i e b. E mﬂ:;iﬁﬁ -YAH:

T106-6020 RREFEXANAFA—TEHEEHE 15

XEkEEKNo.| AL-11-B
20234 2B1E

®:SBI77—YHAatt EHREIR

REHAFREAXAOAN-TEI1HE1S

(RERERVUEVEDEE)

BAbE EEmiEH 5 — BHALE ERREAERITERY A b
0120-505-282(7U—451v)L) https://mink.nipponkayaku.co.jp/



